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In the Food and Drug Administration 


Monthly Report Issued March 28, 
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ported from poultry raisers in Alabama, 
Delaware, Georgia, Indiana, Illinois, 
Kentucky, Maryland, North Carolina, 
Ohio and Virginia. 

The most prominent symptom in the 
affected birds was accumulation of fluid 
in the and the abdominal 
cavity. This condition is commonly re- 
ferred to by poultrymen as “water belly.” 


heart sac 


Investigation by FDA established an 
apparent relationship between the dis- 
ease and the use of certain fatty mate- 
rials in the poultry feed. According to 
FDA, symptoms appeared after the 
birds had feed for two 
weeks or 


been on the 
longer. 
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The fatty materials were compounded 
in part from a black, tarry residue left 
after fat-processing 
Administration pointed out that experi 
mental feeding of the compounded fatty 


operations Phe 


material and the tarry residue each pro 
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In the Public Health Service 


New Division Created.—Creation of 
a division of radiological health in the 
Public Health Service 
on March 28 by Marion B 
Health, Education, 
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assistance to State 
dealing with health 
involving public exposure to radiation. 
Research and training programs will 
conducted. Mr. Folsom said 
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for the first time the major efforts of 
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panding field of public health concern.’ 
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Secretary of and 
Welfare. The 
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Just ten years ago, the service's radia- 
tion unit consisted of one physician and 
a secretary. Today, 51 persons and a 
budget of almost $400,000 are involved 
in various aspects of radiation work— 
reflecting the growing importance of 
radiation control in the health field 
With the new division, it is expected 
—according to the Public Health Serv- 
ice announcement—that the program 
will expand to include a staff of 76 
persons, with a budget of more than 
$600,000 in fiscal year 1959. 

Chief of the new division will be Dr. 


Francis J]. Weber, long-time career 


officer in the Public Health Service 
who is, at present, medical director ot 
the Denver office (for Colo 
rado, Utah, Montana 
Idaho). He will active direc 
tion of the new July 1 
Until he does, work will be directed by 
Dr. Donald R. Chadwick, liaison officer 
Surgeon 


regional 
W yoming, and 
assume 


division by 


for radiation in the office of 


General Leroy E. Burney. 

The special division on radiation was 
recommended to the Secretary by Dr 
Burney as the next logical step and the 
best method for attacking the public 
health problems of the increasing ex 
the 
radiation from all sources. 


posure of American people to 


Current activities by the Public Health 
Service in radiological health problems 
include the development of public-health 
measures for reducing from 


X rays, 


radiation sources, and also several spec 


exposure 


industrial waste, and other 


ialized areas of research supporting this 
effort; training programs for state and 
local health-department personnel; moni 


toring of weapons testing; and surveil 


lance of radiation levels in air, water, 


milk and food 
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Federal Regulation of Biologicals 


Applicable to the Diseases of Man 


By PARKE M. BANTA 


The General Counsel, Department of Health, Educa- 
tion, and Welfare, Addressed the Annual Meeting of 
the Section on Food, Drug and Cosmetic Law, New York 
State Bar Association, at New York City January 29 


I \M GRATEFUL for your chairman's invitation to participate in 
this program. Along with his invitation was his specific request 
that I discuss the basic federal law, according to which federal regu 
lation is accomplished—through licensing—of a very important part 
of the drug industry. The law, at about the date of its enactment, 
seems to have been referred to as “the virus law.” It is now a part 
of the Public Health Service Act, as amended,’ and is commonly 
referred to, I believe, as the biologic control provisions of that act. 
I observe that Mr. Dunn has referred to it in the program as the 
“Federal Human Biologic Drugs Law.” Perhaps these words are 
most descriptive of it. Apparently, for more than 55 years, the legal 
profession has manifested little or no interest in this statute. Mr. Dunn 
tells me that it has not heretofore been discussed in any of your 
meetings, in similar meetings sponsored by the American Bar Asso- 
ciation nor at any other lawyers’ meetings, so far as he knows. 
Under the statute, the manufacturer of any virus, serum, toxin, 
antitoxin, or analogous product applicable to the diseases or injuries 


i Sec. 351, 42 USC Sec. 262 
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of man and shipped for interstate sale, export or import is made subject 
to federal licensure to protect the public health. 

The statute originated in 1902.2 at a time when biological drugs 
were coming into widespread use in this country. It appears that 
products of this type were subject to control or regulation by law at 
least in France, Germany, Italy and Russia, as early as 1895.° I found 
nothing to indicate whether or not, in the passage of the original 
“virus law,” we were motivated to any extent by what other countries 
were doing in this field. 

The principal reasons of record found for the original enactment 
are contained in a letter of the chairman of the Medical Society of 
the District of Columbia which is found in the report of the Congres 
sional committee which considered the bill.* In this letter the chairman 
stated that certain unfortunate accidents had resulted from the ad 
ministration of viruses, serums, toxins, etc., and he specifically men 
tioned “those which recently occurred in St. Louis, Missouri,” stating 
they had tended to discredit the use of these materials and that it was 
of prime importance that action be taken “to preserve the confidence 
of the medical profession and of the community generally in” these 
extremely effective preparations. Only the St. Louis accident was 
identified, and the facts about it were found not in the committee 
reports nor elsewhere in the legislative history of the act, but in a 
report of the Health Commissioner for the City of St. Louis. It ap 
pears that from 1894 the city had employed a bacteriologist to produce 
diphtheria antitoxin for free distribution to physicians. In the fall of 
1901, a number of children to whom the antitoxin had been adminis 
tered died of tetanus due to tetanus in the horse used in producing 
the drug.* The spokesman for the District of Columbia Medical 
Society, in his letter above referred to, expressed confidence in most 
of the establishments then engaged in the propagation of animal prod 
ucts of this character, but he pointed out that all such establishments, 


whether good or bad, were operating without legal restriction. “Any 
kind of a stable, a little technical skill, and a fair amount of nerve,” 


he said, “are all that is needed.” 


It is somewhat curious that bills of such obvious national im- 
portance were supported, as far as the official legislative record is 


? Act of July 1, Pub. L. 244, 57th Cong., *H. Rept. 2713, 57th Cong., June 27, 1902, 
32 Stat. 728 on H. R. 15289; see also S. Rept. 1980, June 
* Weekly Public Health Reports (Treas- 19, 1902, on S. 6196 
ury Department, 1902), Vol. XVII, Pt. 1 ’ Annual report of the St. Louis (Mis- 
pp. 93-96. souri) Health Commissioner for year end- 
ing March 31, 1902, at pp. 257-262 
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concerned, solely by the District of Columbia authorities and its 
medical society and were handled in the Congress by the District of 
Columbia committees of both Houses.* There had been discussions 
between the district medical society and the Public Health Service, 
which had itself been considering proposing legislation of this nature; 
however, the bills were not referred by the Congressional committees 
for comment and report either to the Public Health Service or to the 
Treasury Department, where the Public Health Service was then 
located.’ 

The district authorities pointed up three aspects which indicated 
why this type of drug was selected for licensing control. First, it was 
noted that there could be no assurance of purity if control were limited 
to inspection and tests of the final product, both because of limitations 
on testing techniques and also because such tests would need to include 
all material, since the products varied, due to differences among the 
animals used in production. Therefore, an effective control, it was 
stated, would need to include control of the establishments that manu 
factured. Second, the drugs in question were generally administered 
directly into the circulatory system—not the digestive tract—and there 
were few remedial measures available if the drugs were impure. Third, 
the control of potency was particularly important since, in the words 
of the district health officer, “if the first dose proves worthless, the 


loss of time may cost the life of the patient.” 


Scope of Statute 

The result was a statute which applied to “any virus, therapeuti: 
serum, toxin, antitoxin, or analogous product applicable to the preven 
tion and cure of diseases of man.” In 1944 there was added arsphena 
mine or its derivatives, or any other trivalent organic arsenic compound.* 
In its present form, the statute prohibits any person from sending, 
carrying or bringing any such drug for “sale, barter, or exchange” 
from one state to another, or from exporting or importing it, or from 
selling it in the District of Columbia, unless it is produced at an 
establishment licensed by the Secretary of Health, Education, and 
Welfare for its production and unless, also, the package bears a label 
giving the proper name of the product; the name, address and license 


number of the manufacturer; and the date beyond which the drug 


cannot be expected to yield its specific results. In addition, the statute 


*See reports cited at footnote 4 *See House Hearings on H. R 3379, 
' Annual report for 1902 of United States March 8, 1944, p. 136 The 1944 amend 
Marine Hospital Service, at pp. 28-29 ments also added ‘‘treatment”’ to preven 
tion and cure,"’ and ‘‘injuries’’ of man was 

added to ‘‘diseases’’ of man 
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prohibits falsification of the label of any package of a product, and 
interference with Public Health Service employees’ carrying out their 
duties under the act, including the inspection of establishments en- 
gaged in the preparation of the products. Persons who violate any of 
the provisions of the act are subject, upon conviction, to punishment 
by fine not exceeding $500 or imprisonment not exceeding one year, 
or by both such fine and imprisonment. 


You will note that unlike certain provisions of the Federal Food, 
Drug, and Cosmetic Act, this statute is not violated simply by shipping 
for sale impure or adulterated products. Such action is prohibited by 
the Federal Food, Drug, and Cosmetic Act. The violation under the 
Public Health Service Act is the shipment for sale of unlicensed prod 
ucts or those not labeled as required by the statute. On the other 
hand, it is no defense that an unlicensed product shipped for sale is 
in fact safe, pure, and potent or that it is shipped for a limited use 
such as research unless, of course, it is being distributed interstate 
without sale, barter or exchange, such as the material for the polio 
myelitis vaccine field trials in 1954. 

The protection of the public and the essence of the statute there 
fore lies in the basis on which licenses are issued and can be suspended 
or revoked. Such issuance, suspension or revocation is controlled 
under the statute by regulatory “standards designed to insure the con 
tinued safety, purity, and potency” of the product. These terms were 
added to the statute in 1944 in order to provide a specific legislative 
guide for the exercise of the regulatory authority.° The regulatory 
standards must be adopted by the Surgeons General of the Army, 
Navy, and Public Health Service and must be approved by the Secre 
tary of Health, Education, and Welfare. The inclusion of the three 
Surgeons General was, apparently, due to the feeling in 1902 that a 
group judgment was desirable and, possibly, because of the consider 
able military experience in the use of this type of drug. There is, 
today, of course, some question of the need for continued participation 


by the military services in view of the considerable development of 


Public Health Service research experience and capacity and the 
Service’s broad responsibilities for the Nation’s health from the 
federal point of view. The military services have proposed to Con 
gress that the Act be amended so that participation by the Surgeons 
General of the Army and Navy will not be required.’® 


~~? Act of July 1, 1944, 58 Stat. 682; House _ 
Hearings on H. R. 3379, March 8, 1944, 
p. 138 


*S. 2006, 8th Cong., May 8, 1957 
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The regulations establishing the controlling standards are adopted 


of course, in accordance with the requirements of the Administrative 
Procedure Act and, thus, with opportunity to the public to participate 
through notice of proposals published in the Federal Register. Thi 


regulations both as to standards to assure safety, purity and potency 
and also as to procedures for the issuance, suspension or revocation 
of licenses are contained in Part 73 of Title 42 of the Code of Federal 
Regulations. The regulations dealing with the standards are es 
sentially of two types: first, those applicable to all products covered by 
the act and, second, additional standards for specific products. The 
additional standards to date apply to trivalent organic arsenicals 
poliomyelitis vaccine and adenovirus vaccine, and there is in process 
for final adoption additional standards for whole blood (human). Other 
additional standards will be proposed from time to time for particular 
products whenever in the scientific judgment of the responsible Public 
Health Service personnel the general regulations are not adequate to 


insure the continued safety, purity and potency of the product involved 


On the recommendation of the director of the National Institutes 
of Health, responsibility for the administration of the statute has been 
placed by the Surgeon General of the Public Health Service, with the 
approval of the Secretary of the Department of Health, Education, 
and Welfare, in the Division of Biologics Standards of the National 
Institutes of Health at Bethesda, Maryland. While the formal is- 
suance, suspension or revocation of a license is the responsibility of the 
Secretary of the Department, the day-to-day administration of the 
statute is now, as it has always been, fully in the hands of professional 


medical personnel and in a research context. 


This fact is perhaps the key to what to lawyers must appear to be 
a rather remarkable record: Although the statute establishes a federal 
licensing program—-one of the more comprehensive types of federal 
control—as far as I can determine, there has not been since the enact 
ment of the statute in 1902 any litigation directly involving its appli 
cation or interpretation ; no one has been penalized for its violation nor, 
so far as I know, charged under its penalty provisions with any viola- 
tion of any of its provisions. Moreover, I am informed that no license 
has been suspended or revoked over the protest of the licensee. The 
law has been administered by scientists dealing with their counterpart 
scientists in the industry concerned and primarily by the medical- 


scientific discipline common to both. 
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[ think it fairly obvious that the overriding factor in this relation 
ship is the special nature of the product and the type of purchaser. 
In general, the products are used solely by the medical profession, and 
involve serious and immediate risks to the patient unless extraordinary 
care is used in their preparation. It is not a field for less than the 
expert. Perhaps nowhere in government is the objective of the manu 
facturer and of the regulating agency so near the same. 

The value of this type of relationship to public health is perhaps 
best evidenced by the fact that often the licensee is the first to inform 
the Public Health Service of an accident or of information which 
raises some question as to a product’s safety. The licensees generally 
seek to obtain the assistance of the service in taking every precaution- 
ary action and, if it becomes necessary, remedial and corrective action ; 
obviously, such relationships make possible the prompt and effective 


action which seems always to have been the rule. 


Development of Asian-Flu Vaccine 


\ further illustration of the value of the cooperative relationships 
existing between the administrators of the law and the licensees is 
provided in the Asian influenza outbreak in 1957. While the work of 
the Army in isolating and identifying the new strain of influenza 
placed this country in a position, for the first time in history, to prepare 
in advance for an influenza epidemic, there remained the considerable 
task of developing promptly an effective vaccine in large quantities. 
Here the Public Health Service provided the seed material and worked 
on the scientific problems involved with those manufacturers that had 
previously been licensed to produce influenza vaccine involving other 
strains. A protective product was thus made available to the public 
in a much shorter time than would otherwise have been possible—a 
unique accomplishment in preparation for an influenza epidemic 

There are, of course, problems. We have, for example, been 
working with the Surgeon General of the Public Health Service and 
the director of the division of biologics standards to clarify and im 
prove the regulations and see to it that they adequately set fort! 
standards designed to assure continued safety, purity and potency 
of all products. No effort is being made, however, that might disrupt 


the good relationship we have enjoyed with the industry for so many 


years and which we are confident has accounted for the success at 


tained in providing safe, pure and potent products for the public. 
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Finally, you no doubt have an interest as to the relationship be- 
tween the biologics control provisions of the Public Health Service Act 
and of the Federal Food, Drug, and Cosmetic Act."' Both contain 
provisions that neither is to affect or impliedly to modify or supersede 
the other.’* Clearly, a biological is a drug subject to the food and drug 
Act and thus subject to the provisions regarding misbranding and 
adulteration whether or not the product is licensed under the Public 
Health Service Act.™* By regulation," if a biological is a “new drug” and is 
licensed by the Secretary under the Public Health Service Act, an 
effective new-drug application is not required under the Federal Food, 
Drug, and Cosmetic Act. On the other hand, if a biological is not so 
licensed, there is little to be gained by filing a new-drug application, 
since commercial interstate shipments would still be unlawful under 
the Public Health Service Act. The continuation of both statutes by 
Congress for so many years reflects, we believe, a continuing assump 
tion that controls over and beyond those applicable to drugs generally 
are required for biologicals. Thus what might be termed “dual” re 
quirements as to biologicals is not unlike “dual” requirements under 
the Federal Food, Drug, and Cosmetic Act itself, where—for example 
insulin and certain antibiotics are subject to batch testing even 
though they are also subject, with certain exceptions, to the general 


provisions of that Act relating to adulteration and misbranding 


To further contrast these laws or extend this discussion to con 
trast the subject provisions of the Public Health Service Act with any 
other federal regulatory statute would be to seek your indulgence 
far beyond my reasonable desert. I believe it is sufficient to say that 
the provisions of the Public Health Service Act for the regulation of 
biological products for the prevention, treatment, or cure of diseases 
in man are sound; that they have been so well accepted by those to 
whom they apply and so well administered by those charged with that 
responsibility as to occupy a special position among all federal regu 
latory measures. To me this is a great compliment to all of those 
who, through the years, have carried out and followed its provisions. 


They have had one purpose, one common goal—namely, to protect the 


public health. They have indeed rendered valuable public service. 


[The End] 


" Act of June 25, 1938, 52 Stat. 1040, and See Hearings, Senate Committee on 
following, 21 USC Sec. 301 Education and Labor, 78th Cong., on H. R 
% Public Health Service Act, Sec. 351(g), 4624, June 19, 1944, pp. 48-50, 
42 USC Sec. 262(g); Federal Food, Drug. % 21 CFR Sec. 1.109a 
and Cosmetic Act, Sec. 902(c), 21 USCA 
Sec, 392 (note) 








The Synthetic Narcotic Drugs 


In This Paper, Read at the January 29 Meeting of the New York State 
Bar's Section on Food, Drug and Cosmetic Law, the Author Discusses 
the Growing Number (Now More than 30) of Such Synthetic Products, 
and Their Study by the United Nations Commission on Narcotic Drugs 


HE DISCOVERY and development of synthetic narcotic drugs 

since about 1940 have been of special interest to members of the 
pharmacal and medical professions because most of these drugs 
although neither derived from nor bearing chemical similarity to “natu 
ral” narcotics such as morphine—were found to possess an analgesi 
effect comparable to that of morphine and the morphine derivatives 
These new drugs were also of special interest to those concerned with 
control of the international and national narcotic drug traffic because 
most of them were found to possess addiction liability similar to that 
of the morphine drugs but, as they were products of complete chemi 
cal synthesis, they were for a time outside the scope of a control sys 
tem that applied only to “opium, coca leaves, and their salts, preparations, 
and derivatives.” 

In 1946, an amendment to the internal revenue narcotic laws was 
enacted and approved, whereby the Secretary of the Treasury was 
authorized to make a finding, after due notice and opportunity for 
hearing, that a drug had addiction-forming or addiction-sustaining lia 
bility similar to morphine or cocaine (the finding being based, of course, 
upon appropriate tests of the drug). Upon such finding being pro 
claimed by the President, the drug automatically became an “opiate” 
and subject to control under the federal narcotic laws. 

In 1948, an international protocol was drafted and later ratified 
by the United States and a number of other countries, which had some 
what the same effect in bringing new addicting drugs under interna 
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Mr. Anslinger, of Washington, D. C., Is 
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tional control as the United States 1946 amendment had had in bringing 
such drugs under national control. Thus, a party to the 1948 protocol 
which considered that a drug which is or may be used for medical or 
scientific purposes was liable to the same kind of abuse and productive 
of the same kind of harmful effects as the drugs already covered by a 
1931 manufacturing limitation convention, was obligated to send a 
notification to that effect, with all material information in its posses 
sion, to the Secretary General of the United Nations, who sent the 
notification to the other parties and to the World Health Organization. 
If the World Health Organization found that the drug in question 
was capable of producing addiction or of conversion into a product 
capable of producing addiction, it reported back accordingly to the 
secretary general who, in turn, transmitted the finding to the several 
parties to the protocol, and thereafter each of these parties was obli 
gated to apply to the drug in question the appropriate regime of con 


trol laid down by the 1931 convention. 


Since the advent of the first synthetic narcotic drug (known as 
meperidine, pethidine or by the trade-mark name Demerol) approxi 
mately 30 additional synthetic narcotics have been discovered, tested 
and found to possess analgesic effect in greater or less degree and, of 
course, varying side effects. All of these drugs have been brought 
under international control pursuant to the procedure provided by the 
1948 protocol, as they were considered to be “liable to the same kind 
of abuse and productive of the same kind of harmful effects” as the 


drugs already covered under the 1931 convention—drugs such as mor 
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phine. Only a few of these drugs have been distributed for general 
medical use as analgesics, especially in the United States. This is 
because the respective producers have determined that most of the new 
drugs, while having some degree of analgesic effect, do not show suffi 
cient therapeutic advantages over other pain-relieving drugs already 
in use to justify further clinical studies looking towards general medi 
cal use. Nevertheless, their addiction liability necessitates the appli 


cation of international controls as a precautionary measure. 


No Restriction Possible with Respect to Raw Materials 

The increasing number of these products of complete chemical 
synthesis which have strong analgesic effect—and, generally, a corre 
sponding degree of addiction liability—renders more difficult the exe 
cution of the basic principle of narcotic drug traffic control, that 1s 
to limit the supply to that necessary to serve recognized medical and 
scientific needs. It is reasonable to assume that governments can 
secure a fairly effective control over the production of the “natural” 
analgesic narcotic drugs such as morphine by ratifying or acceding 
in greater numbers, to the Opium Production Protocol of 1953 becaus¢ 
the effect of this protocol is confidently expected to restrict to medical 


and scientific purposes the production of opium. To the extent that 


the production of opium, the raw material, ¢an be so restricted, there 


is a corresponding automatic restriction of the availability of mor 
phine and morphine derivatives which are producible only from opium 
No comparable restriction is possible with respect to the raw materials 
used for the production of the synthetic analgesic narcotic drugs, these 
raw materials being other chemicals which are understood to be 
readily available not only for the manufacture of a synthetic anal 
gesic drug, but in some cases, perhaps, for the manufacture of nor 


narcotic substances. 


The problem presented by the growing number of synthetic nat 
cotic drugs has been a subject of considerable discussion at the last 
few sessions of the United Nations Commission on Narcotic Drugs 
\t the tenth session of the commission, the representatives of some 
of the governments were of the opinion that the potential danger inci 
dent to the production and use of the synthetic drugs was so great that 
recommendation should be made for absolute prohibition of the manu 
facture and distribution of all synthetic narcotic drugs except for scien 
tific purposes. The United States representative opposed this view 


and presented to the commission an expert pharmacologist, Dr. Nathan B 





SYNTHETIC NARCOTIC DRUGS 


rave to the 


Eddy of the National Institutes of Health. Dr. Eddy g 
commission a clear-cut opinion on synthetic narcotic drugs, including 
the following points: that synthetic drugs differed from one another 
in addiction liability just as did “natural” drugs—those derived from 
substances like opium; that, while specific studies on this point would 
be undertaken in the near future, it could already be stated that th 
risk of addiction through the use of synthetic drugs was no greate1 
nor less than was the case through the use of “natural” drugs; and 
that the synthetic drugs, he believed, should be subject to the same 


controls as those of natural alkaloids. 


Suggestion for Three-Pronged Resolution Adopted by 
UN Commission 

The commission, by a majority vote, adopted a suggestion for a 
resolution by the United Nations Economic and Social Council that 
would (1) reaffirm the danger of drug addiction presented by sy1 
thetic narcotic drugs, (2) invite governments to make the medical 
and allied professions aware of the special dangers to public health 
if any, of any new narcotic drugs which may be placed upon the market 
and (3) recommend to governments to prohibit the production and 
use of such synthetic narcotic drugs as they do not consider indis 
pensable to public health. The representative of the United States 


was not in accord with the last item of this proposal 


\t the twelfth session of the commission, held in the spring of 
1957, the question of the type of control to be recommended with 
respect to synthetic narcotic drugs was again the subject of extended 
discussion. Some of the representatives who considered that there 


was still a tendency to underestimate the problem of synthetic 


narcotics stated that freedom of choice had been overemphasized and 


that the prohibition of general medical use was in no way an obstacle 
to medical research or clinical tests; that it was more difficult to cor 

trol a large number of drugs than a small number, and this required 
a larger staff of enforcement officers; that, despite the relatively short 
time that the synthetic narcotics had been available, the addicts to 
them were steadily increasing and in several-countries they were almost 
equal in number to the addicts to “natural” narcotics: and that it was 
almost impossible to control the manufacture of synthetic narcotics as 
strictly as that of “natural” narcotics because in the latter case, con 

trol could be based on the narcotic content of rdw materials whereas in 


the former this was not possible. Representatives who felt that there 
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had been a tendency to overemphasize the hazards of synthety 
narcotics asserted that the prohibition of new drugs could not but 
hamper medical research; that the medical profession must have at 
its disposal the widest possible choice of strong analgesics ; that it was 
very difficult to decide which drugs had special medical value; that the 
effectiveness of control did not depend on the number of substances 
involved, but on such factors as the way in which it was organized and 
the number of officials available to carry it out; that it was doubted 
whether, in general, the ratio of addicts to synthetic narcotics to 
addicts to “natural” narcotics was as high as had been suggested; and 
that it would be a dubious policy—and in some countries impossible 

to prohibit a drug which the medical profession regarded as having 


therapeutic advantages. 


Another Resolution Following Discussion of Control Problem 

After the foregoing discussion, the commission adopted another 
resolution in which it considered “that it is desirable that similar care 
should be exercised in respect of the manufacture of all narcotic drugs,” 
and invited the countries in whose territories narcotic drugs, whether 
natural or synthetic, were manufactured to (1) review their arrange 
ments for preventing the possibility of diversion of legally manu 
factured drugs, whether natural or synthetic, into the illicit traffic, 
(2) communicate to each other an account of their present control 
methods, so that the experience of each may be of service to all, 
(3) limit to the strictly necessary minimum the number of firms in the 
country permitted to manufacture narcotic drugs, whether natural or 
synthetic, and (4) control with particular care the manufacture of 


narcotic drugs, both natural and synthetic. 


This resolution supports the principle that a country should be 


equally diligent in controlling the manufacture and distribution of 


synthetic and “natural” narcotic drugs, as the same evil is involved in 
the abusive use of either type. In examining our federal statute 
relating to the application of appropriate limitations upon the manu 
facture and distribution of synthetic narcotic drugs, we found there 
was a need for strengthening measures in two important respects. 
First, while the existing statute provided a procedure for applying the 
usual narcotic control to a drug found to have a certain degree of 
addiction liability, it did not provide procedure for applying the control 
to a drug which was readily convertible into a substance having addi 
tion liability although not itself possessing such addiction liability. 
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Second, our existing law did not provide for carrying out our obliga 
tion under the 1948 protocol to apply narcotic controls to a drug duly 
reported by the World Health Organization as requiring such controls 
from the standpoint of addiction liability. In the bill—H. R. 9028 

which was passed by the House of Representatives at the last session 
of Congress and is now before the Senate, arrangements are made to 


supply these deficiencies in the existing federal law. 


Suggestion for Workable Federal-State Cooperation 
The great majority of the states have enacted narcotic control 
legislation designed to regulate the intrastate traffic in these potentially 


dangerous drugs, but the category of narcotic drugs covered by the 


state laws is not generally coextensive with that covered by the federal 


narcotic laws, in so far as the synthetic narcotic drugs are concerned 
For instance, in the narcotic law of the State of New York, the term 
“narcotic drugs” is defined to include, besides the “natural” narcotics, 
such synthetic drugs now in general medical use as isonipecaine, 
methadone, Dromoran and Nisentil, and two synthetics not in gen 
eral medical use, isomethadon and Ketobemidone. The state law 
does not cover a rather large number of synthetic narcotic drugs 
which, although not in general medical use, have been found to have 
addiction liability similar to that of morphine and which, therefore, 
have been covered under the federal narcotic laws. It is respectfully 
suggested that a state narcotic law should regulate the intrastate 
traffic in all those narcotic drugs which presently come within the 
purview of the federal narcotic laws and, in addition, should provide 
a procedure for reasonably prompt application of regulatory control 
to such new drugs as are found to have comparable addiction liability 
by a designated responsible state agency after due notice and oppor 
tunity for hearing. This would not prevent or retard proper scientifix 
research, such as clinical study, of a new drug for the purpose of 
evaluating that drug as a medicine. It would insure reasonable 
restrictions upon the availability of a new drug if and after that new 


drug were found to possess a potentially dangerous addiction liability 


[The End] 


© CANADA—REVISION OF VITAMIN A ASSAY * 


The Canadian Department of National Health and Welfare has 
announced that a revision of the Vitamin A assay method will become 
effective in that country on June 1, 1958, at the manufacturer's level 
The revised method is the same as that described in the fifth interim 


revision of United States Pharmacopocia XV 





Commissioner of 
Testifies Before a House 





66 \ R. CHAIRMAN, to conserve the time of the committee, we are 
\V 


submitting a prepared statement for the record and, with your 


permission, | should like to summarize the Food and Drug Adminis 


tration’s activities and the contents of the budget request for fiscal 
year 1959. 
‘Mr. Fogarty We will place that statement in the record and 


will be glad to hear your summary 
“(The prepared statement referred to follows :) 


“Mr. Chairman and members of the committee, the 1959 requests tor the 
Food and Drug Administration programs are at approximately the same level 
as was appropriated for in 1958. This level of operation will permit a continued 
strengthening of the administration ot the tood, drug, and cosmetic laws. As 
vou know, the Citizens Advisory Committee, 


Drug Administration recommended a thre 


which studied the responsibilities 
and facilities of the Food and t 
four-fold expansion within a 5- to 10-year period. Since fiscal year 1956, whicl 
was the base year trom which the expansion program was launched, there hav 
been successive personnel increases of 15 percent in both fiscal years 1957 an¢ 
continues to maintain this level of employment, an 


1958. The 1959 budget 
to initially staff the Detroit district office au 


permits a small increase 
vear 1958. Funds are also included to continue the 
nt and facilities 


in fiscal replacement and 


modernization of Food and Drug Administration equipme 
last fiscal year 


“In addition, $110,000 is requested to enabl the “ooe and Drug 
t responsibilities under the civil defense 


tration to carry out its assigned 


‘The budget also contains $1,254,500 to carry on the self-supporting prog 


for certification of antibiotics, coal-tar colors, insulin, and the establishment 


tolerances for pesticides, all of which are financed from fees collected, deposited 


in the Treasury and appropriated for expenditure by the Congress 
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Food and Drugs George P. Larrick 
Subcommittee on Appropriations 





Mr. Larrick Reported on Department Budget Estimates. Subcommittee 


Chairman Is Representative John Fogarty (Rhode Island); Members 
Include Representatives Winfield K. Denton (Indiana), Fred Marshall 
(Minnesota), John Taber (New York) and Melvin R. Laird (Wisconsin) 


protect consumers against harmtul, insanitary, 
devices, and the like 


ultimate 


“Our most important task is to 
and falsely labeled foods, drugs, cosmetics, therapeutic 
rhe protection afforded by the law does not, however, extend only to the 
consumer. It assures those who use or deal in foods, drugs, and cosmetics that 
and lessens unfair competition by making it possible for 


these products are Sale, 
unfair competition 


the manufacturer and dealer to 
of the Food and Drug Administration is to use 
t violations of 


have protection agamst 


“The basic philosophy every 
through information and other means to preven 
the law The great majority of food, drug, and cosmetic manufacturers have a 

subscribe to the philosophy that what ts 


keen sense of their responsibility and 
business. Therefore the Food and Drug Ad 


proper procedure 


good for the consumer is good for 
focus its regulatory attention 
When significant and substantial violations of the 
xl and Drue Administration to 


ministration can largely on the fringe groups that 
are either careless or culpable 


law are uncovered, it is the policy of the Fo 


pursue their prosecution vigorously 


“The 20th century has seen great changes in the food and 


public who are mors knowledgeable ul 
a form that simplihes thei 


In addition the their merchandising 


tions, demand a wider variety foods and in 


ration for the table 

“The technologic developments of the last decade, the growth in our popu 
lation, the large increase im the number of food items, the discovery of many 
new and potent drugs have multiplied the task of the FDA many fold 
“Some vhich demonstrate nsibilities 


the FDA are 


2770 
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“POPULATION 


| 


“One of the basic yardsticks for measuring the potential 


is population. The population exceeds 172 million and is in 


cre. 

1 every 11 seconds, and the proportion of urban population continue 

To safeguard the production and interstate distribution 

fiscal vear 1959. will cost each man, woman, and child i 1¢ United States 
services of the FDA approximately 6 cents, a sum har identifiable in the 
capita expenditures of the Federal budget. 


“FOOD 
“We are in an era of unprecedented production, consumption and 
tion of products. Twenty-five percent of every disposable dollar goes for tood 
United States per capita consumption of food edged up from $424 in 1956 to $440 


and is expected to reach $488 in 1958. It seems probable that the ] 


in 1957 
capita consumption in 1959 will be around $500. Food production in 1956 totaled 
$71 billion; in 1957, $75 billion; in 1958 an estimated $79 billion. This in com 
parison to $16 billion in 1939. Likewise the shift from the corner grocery stor 
to the supermarket has quintupled the number of food products available to the 
consumer. Foods contain a multiplicity of ingredients unheard of 20 years ag 

“Increased interest in product innovation and technological developments 
have led to significant changes in the food manufacturing industries. The average 
output per plant has increased, and the swing toward convenience foods has 
grown rapidly. And this is only the beginning. Food manufacturing companies 
are spending more and more on research and product development. It is reason 
able to predict that in the future, there will not only be many new convenience 
products, but a vast improvement of the old ones 


“DRUGS 

“Few industries have progressed more rapidly than the pharmaceutical drug 
industry which has more than doubled its business since World War II. Sales in 
1957 reached a record high of close to $2 billion. A steady stream of new and 
wonderful drugs designed to conquer, relieve or prevent many ailments has played 
an important part in increased life expectancy in the United States 9 years in the 
last 2 decades. Antibiotics, hormones, and tranquilizers have become commonly 
accepted. Tranquilizers alone topped $150 million in sales in 1957. In fact, some 
70 percent of all prescriptions today are for drugs discovered in the past 10 years 
An executive of one of the United States’ largest drug producing laboratories is 
reported to have said ‘In the old days you used to predict a new drug every 25 
years. Now we get a new one practically every 25 minutes.’ 


“In order to keep pace with all of these developments in the industries sub 


ject to the law and properly discharge our increased responsibilities under the 
Food, Drug, and Cosmetic Act which our second half-century of progress | 
thrust upon us, the Food and Drug Administration cannot be static. It must 


as 


build its resources in terms of people and facilities to meet this challenge on behalf 
of its clients, the consumer and the industry 

“There are many fields in which the public interest requires both continued 
and increased activity by the Food and Drug Administration. 

“Scientific research toward the development of more and better analytical 
methods, particularly those for detecting and measuring residues of pesticide 
chemicals and food additives and evaluating their toxicity must be given increas 
ing attention 

“There is a need for accelerating research to develop more and better ana 
lytical procedures for detecting and measuring residues of chemical food additives 
including pesticide chemicals 





COM MISSIONER TESTIFIES BEFORE HOUSE SUBCOM MITTEI 


“Chemicals are being used in food in increasing number to meet the demands 


ot modern technology and to provide convenience foodstuffs which the hous 
wife wishes today 

‘It is important to be sure that they are safe. Some of the questions that need 
to be answered to determine their safety are 


“1. What is the exact nature of the chemical to be added to food 
> , 


Is there any chance it will be changed into a more toxic material when 
the food is cooked or otherwise processed ? 
“a2 


3. What effect does it have on man when he eats small amounts over a lifetime 


“4. How much of the chemical is the average man apt to get in his food 


ood 
“5. Is there any danger that people on special diets will get extra amounts 
of the chemical and thus be harmed? 


“6. Do we have a good, reliable laboratory method for detecting the 
in food and determining whether too much was added in the factory 


als of unknown or 


indetermined composition are being added to food in large quantity, and witl 


the resources now available to the FDA, we are unable to determine promptly 
whether the practice is safe or hazardous. In many cases the basic analytical pro 


cedures for detecting these substances once they have been incorporated in food 
have not been developed. We will have to develop them 


“In some cases we do not have this information. Chem 


“Without considering the new chemicals that will be 
future (which we hope will be controlled by legislation our Department 
posed), we have monumental task just to deal with the substances 
being put in food now 


“A part of the chemical additives problem stems from use « u 
pesticides—insecticides, fungicides, etc.-—on crops. This has been brought under 
better control than most other additives by the Pesticide Chemicals Amendment 
enacted in 1954 


“Under this amendment, the person who promotes the use of a pesticide 


t 
chemical is required to submit data that will permit us to determine what residue 
may remain safely on food. Even with the extensive advance work that is done 


under this amendment by industry, we are faced with the overwhelming job of 


determining that the safe residue levels on food are not exceeded 
“Every year the United States produces approximately 
“700,000 car (rail and truck) lots of fruits and vegetables; 


195 million boxes citrus fruits; 


“6 billion dozen eggs; 


“1 million carloads grain (wheat, corn, etc.); 


“100 million tons of hay which may contain potsons that would 


and large quantities of lesser crops. 

“Much of this tremendous output of food moves from one 
and thus it becomes a Federal obligation to see that it is safe 
Over 150 pesticide chemicals are used in one way or another 
About 1,500 separate tolerances have been established to show what levels of 
chemicals may safely remain on crops as they are shipped. There are hundreds ot 
other possible pesticide uses that would leave residues that are not legal and tl 
would render the treated crops illegal under the Federal law. Unsafe amounts of 
poisonous agricultural sprays may result from applying pesticides 

“1. To the wrong crop. 


“2. In too heavy a dose. 
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loo close to harvest 


“Recently, for example, we found in one area that some growers applied 
pesticide too close to harvesting of spinach and they got residues up to 10 times 
higher than the safe tolerance level. As a result, we found it necessary to seize 
16 carloads of spinach. Occasionally, a crop has residues of a poison that 1s not 
allowed on food in any quantity and we have to take action to se 


not reach the consumer 


“This problem is being attacked consistent with the staff 
\ like level of attention is given to chemical poisons added t 
Chere are many chemicals used in food that we are not able to 
do not have suitable laboratory methods 

“FDA scientists are seeking better methods for detecting contaminatior 
and spoilage of foods Precooked and prepackaged foods, fresh and froze 
poultry, and fruits and vegetables will receive high priorities in this program 


“Of the wide variety of frozen foods prepared for the market, the FDA 
must restrict initial investigations to those foods offering the greatest potential 
hazard to the consumer. Some frozen precooked foods may become ideal 
culture media unless they are properly handled. Typical examples of this typ: 
of precooked product which offers a warm, moist, nutrient medium for bacteria 
growth at certain stages in the plant production if appropriate precautions a! 
not observed are: chicken a la king, chop suey, and certain fish and shellfs! 
items such as lobster Newburg, crabcakes, deviled clams, et« 


“Moreover, some of these ‘heat-and-serve’ products contain deep | 


tat trie 


materials such as tried shrimp, tren h-fned potatoes, etc 


‘It has been known that prolonged heating of certain fats and oils result 


in some chemical change, and there have been reports in the scientific literature 


that such changes may be accompanied by the production of toxic substances, 


may involve changes in the nutritive values of the oils. Since the fats and 
used in industry in the manufacture of the deep-fat-tried foods are used 
and over again, such changes may have public health significance Because 

these developments, FDA has instituted a project to develop further informa 


tion concerning the effect of prolonged heating on food fats and oils 


“Continuing problems in the production and distribution of food are always 
with us. Recently a State health department called our attention to a seriou 
illness attributed to the consumption of olive oil contaminated with camphorate« 
oil. Upon inspection we discovered that the distributor had been packing 
camphorated oil and olive oil in the same equipment. We are seizing lots of 
the contaminated oi! and the manufacturer is recalling all stocks packed sit 
January 


“When a housewife noticed her child excreting blood, she found that chill 


rit 
powder used contained slivers of glass. Upon investigation 


at the manufacturing 


plant, and sampling of several shipments made by the firm, we found sizabl 


particles of glass in a number of lots. The company recalled stocks and a press 


and radio warning was issued 


“We have been accelerating our work in the field of new drugs. At present 
we have a wealth of mformation contained in some 11,000 new drug applica 
tions. In keeping with the rapid developments in the drug industry our medical 
and scientific staff conducts several hundred personal meetings a year l 
members of the industry. In addition, endless hours of working time ; ce 


sumed by many telephone conferences a year lo demonstrate how fast this 


industry is progressing, one of the large drug firms has recently spent $4 mil 


lion on a building for veterinary and related agricultural research alon« rl 
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of cottonseed oil, and other grossly misbranded items. We plan to continue 
our efforts to curtail such practices 

“One of the basic needs in preventative law enforcement is to fully inform 
producers, consumers, and professional people who use the products regulated by 
the Food, Drug, and Cosmetic Act, of the provisions and requirements of the law 

“Among the producers hardest to reach, but whose understanding of the 
law is essential to the improvement of our foods, is the farmer. He must be 
more fully informed of the proper use of insecticides on the crops he grows 
Likewise, the ultimate success of our clean grain and milk programs depends 
on how well the farmer understands the need for and follows sanitary procedures 

“The consumer must learn to evaluate statements of quacks, pitchmen 
house-to-house canvassers, and other promoters who prey on ignorance im 
medical and nutritional fields. He needs to know how far the law protects him 
and wherein he must protect himself. We believe that a fully informed public, 
will be better able to understand the purposes and objectives of the Food and 
Drug Administration programs and secure greater benefits which accrue from 
an effective enforcement of the law 

“The foregoing are some of the problems which must be solved if the 
public interest is to be adequately served under the law. This requires trained 
personnel, and at salary levels commensurate with the high degree of respon 
sibility for protecting the public health. The personnel must have the necessary 
up-to-date facilities to perform their tasks efficiently. 

“The $9,410,000 which we are authorized to request of you for fiscal yea 
1959 will allow for additional costs incident to— 

“(1) annualization of the increased staff authorized in fiscal year 1958, s« 
sufficient funds are available to carry them for a full year in 1959; 

“(2) initial staffing and other costs involved in placing the new district 
office in Detroit, Mich., in operation; 

“(3) continuing the replacement, modernization, and improvement of equip- 
ment and facilities; and 

“(4) carrying out of civil-defense activities as an integral part of related 
Government operations under a governmentwide policy to carry out delegated 
civil-defense activities. The $110,000 requested for civil defense will reactivat« 
in part some programs which were terminated at the close of fiscal year 1957, 
when the allocation to the Department of Health, Education, and Welfare from 
the Civil Defense Administration was discontinued, These programs includ 
training of Federal, State, and local food and drug officials and members of the 
regulated industries; testing of foods and drugs exposed to nuclear energy and 
the study of radioactivity added to the environment by controlled nuclear de 
vices, It also includes studies of potential biological warfare agents that might 
be used to contaminate foods and drugs 

“In concluding, I should like to bring to the committee’s attention a 
change in language in which the Budget recommends deletion of the provisiot 
which prohibits the Department of Health, Education, and Welfare from pat 
ticipating in planning of lease-purchase buildings, and which has precluded th« 
Food and Drug Administration from giving assistance to the General Services 
Administration and the architects who were employed last fiscal year to prepare 
plans for the construction of a building urgently needed by the Food and Drug 
Administration to consolidate its scattered laboratory and office facilities it 
Washington. Without assistance from the Food and Drug Administration, th« 
General Services Administration and the architects have been unable to complete 


the plans 
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“The removal of section 210 would allow for the completion of plans and 


specifications without delay and would facilitate the construction of this urg« ntly 
needed building 


to ask 


“I shall be glad to answer any questions the committee May wis! 


“Mr. Larrick. The most important task of the Food and Drug 
\dministration is the protection of consumers against harmful, insani 
tary, and falsely labeled foods, drugs, cosmetics, therapeutic devices, 
and related products which flow in interstate commerce. Furthermore, 
the Food and Drug Administration is responsible for certifying for 
safety, efficacy, and purity, certain antibiotic drugs, coal-tar colors, 
insulin, and the establishment of tolerances for pesticides. 

“The Food and Drug Administration uses every proper procedure 
through information and other means to prevent violations of the law. 


But, when violations do occur, we pursue their prosecution vigorously. 


‘Factors Influencing Workload 
“There are four important factors which have a significant 
influence upon the operations of the Food and Drug Administration 


“First, our mushrooming population. It has risen from 165 million 
7) 


in fiscal year 1956 when the expansion program was initiated, to 172 


million now, and is increasing at the rate of 1 person every 11 seconds. 

“Second, food production and consumption. In 1939 food produc 
tion totaled $16 billion ; in 1956, $71 billion, and this year an estimated 
$79 billion. Per capita consumption of food rose from $424 in 1956 to 
an estimated per capita of $488, and $500 in fiscal years 1958 and 1959, 
respectively. 

“Third, a large increase in the production of new drugs to conquer 
relieve, or prevent many ailments, thus increasing life expectancy, has 
caused sales in the pharmaceutical drug industry to reach a record 
high of close to $2 billion in 1957. 

“Fourth, the development of many new products in both the food 
and drug fields is leading to significant changes in the food and drug 
industries, which are spending more and more on research. Our 
scientific and medical advances in the last two decades support a 
forecast that the future will see not only many new products, but 
improvement of the old ones. 

“To keep abreast of these developments and properly discharge 
the increased responsibilities which our second half-century of prog- 
ress has thrust upon us, we are building our resources in terms of 
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people and facilities, to meet this challenge to protect human resources 
an invaluable asset for peace or for defense 
“There are many fields in which the public interest requires both 


continued and increased activity by the Food and Drug Administra 


tion. Typical are problems which result from chemicals in food and 


drugs, including pesticide chemicals 


‘Pesticides 

“The variety of pesticide chemicals used today keeps our scientifi 
and inspectional staff in a continuous state of alert, even though much 
better control has been achieved through the enactment of the Pest 
cide Chemicals Amendment in 1954. Despite the extensive work 
performed by the industry under this law, we are faced with the tre 
mendous job of determining that the pesticides are used as the lab« 
directs and that safe residue levels are not exceeded 

“Two illustrations of recent problems resulting from these chemicals 
in food are shown in these two exhibits, A and B, showing DDT 1 
spinach and milk. 

“Sixteen carloads of spinach had been sprayed just at market tim: 
and shipped with amounts of DDT that were quite high and above 
the approved tolerances and therefore dangerous. Exhibit C was 
case where DDT was sprayed on fodder, contrary to the instructions 
on the package \ large grower of sweet corn did it on a massive 
scale and sold the fodder to unsuspecting dairy farmers who fed it t 
their cows, and as a result the DDT migrated to the milk of the cows 
We think it is important to prevent that sort of thing 

“Recently the Food and Drug Administration acted in securing 
removal from the market of this food product which was 
found to contain particles of glass. Consumers were warned through 
press and radio that use of the product may cause internal injuries 
Several large shipments were seized and the manufacturer cooperated 


in recalling the product which has a nationwide distribution 


“Drugs 
“The safety of drugs is an area which demands much time and 
effort from our medical and scientific personnel. Exhibit D demon 
strates the seriousness involved in improper dosage. Upon examina 
tion of this potent reducing drug we discovered that faulty capsules 


released 3 times the normal dose in 1 hour. 
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“Convenience of taking medicine involves 
cines in a form where a third of the medicine will released 
by the body every 4 hours. When improperly prepared 
amount contained in the medication is fat re than should 
at once. Those tablets in the exhibit were faultily made ar 


] ] 


was the entire dose was released within a very short 


whereas it should have been released over a period of 
‘‘Misrepresented Medicines 
v the actions against seriously misrepr« 
e stopping the marketu re ra antisepti 
Asian flu, ar 


this ailment 


tor cancer 
“These are h 
ions also involve 1 spection al d seizure 


fox rd. review ot ; ppli ations for new drugs 


work which underpi all of our activities 


“Planning 
‘o enable the Food and Drug Administr: 
tively, we have been devoting considerable time 
gram planning and an improvement in the 


organization. We are nearing completion « 


designed to chart the future development of the Foo 


Administration to do an optimum job of enfé e! 
known and projected workload obligations. Tw 
completed, one covering procurement 

other financial management operations 

implement the recommendations which are desigt 
improve these activities. These improvements are cal 
vide for more efhcient operations and to establish an ex 


work for the more ready absorption oft an expal ded org 


1959 Estimates 
ate of $9,410,000 for fiscal year 1959 will all the 
and Drug Administration funds to 
‘(1) finance the personnel authorized in fiscal year 1958 
? 


‘(2) initiate staffing and place in operation the new district office 


in Detroit, authorized in fiscal year 1958 ; 
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“(3) continue replacement, modernization, and improvement of 
equipment and facilities ; 

“(4) carry out civil-defense activities as an integral part of related 
Government operations under a governmentwide policy to carry out 
delegated civil-defense activities. 

“In addition, the budget requests the deletion of section 210 of the 
general provisions of the 1958 act relating to planning and construction 
of buildings under the lease-purchase program. The removal of this 
provision would permit the Department of Health, Education, and 
Welfare, the General Services Administration, and the architects, to 
resume and complete planning for the Food and Drug Administratio1 
building, which stopped on July 1, 1957. 

“In conclusion, Mr. Chairman, I should like to express my grati 
tude to the committee for its consideration of the problems involved 
in administering the food, drug, and cosmetic laws. 


“Mr. Fogarty. Thank you, Mr. Larrick. 


‘‘Lease-Purchase v. Direct Appropriation Construction Program 

“Mr. Fogarty. Toward the end of your statement you spoke of 
your proposed building. There is one thing I cannot understand about 
this present administration and that is that it seems to depend on what 
kind of a building they want built, as to whether or not they want to 
build it with direct appropriations or insist that we try to under this 
lease-purchase program. I know you have not made the decision in 
that respect, it is from higher up. 

“We thought they could be built more quickly and more cheaply 
if we made direct appropriations and got the job done. I am sure we 
are going to be proved right. I thought we were right last year, but 
after looking into this matter during the last several months, I am 
quite certain now. In the first place the lease-purchase program has 
proved not to be workable and if it were to be effective the overall 
cost to the taxpayers of this country would far exceed the cost under 
direct appropriations. 

“I am thoroughly convinced that is right and I don’t see how any 
reasonably intelligent person who makes a study of the matter could 


conclude otherwise. I am not going to try to put you on the spot by 


asking your opinion because I realize this isn’t a decision you are 


allowed to make. It is dictated to you from higher up the line. 
“When I remarked that it seems to depend on the type of building 
that is being built, whether it is proposed under the unworkable, 
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wasteful, lease-purchase program or under direct appropriations, I had 
in mind an article in the Washington Star of January 15 this year 
There was a headline ‘President Acts to Speed Building for His Staff.’ 
The article goes on to say: 

“Direct appropriation is sought to get $27,400,000 project started. President 


Eisenhower has taken plans for a controversial $27,400,000 building for his 


White House staff out of the lease-purchasing program 


“It seems to me that comparing the necessity for the two buildings, 


there is no question as to whether the Food and Drug Building or 
this building is more needed. I think your building is more important 
than this. Certainly if they could take that building out of the lease 
purchase program they could have taken this building out of the lease 


purchase program if they had wanted to. The same goes for the new 
building for the Communicable Disease Center at Atlanta, Ga. I feel 
the same about that. 

“IT am not going to put you on the spot because this is a policy 
decision handed down to you and you have to live by it. 

“Mr. Larrick. We need the building badly but the policy of how 
it is to be financed is not our decision. 

“Mr. Fogarty. It obviously will be a waste of the taxpayer's 
money to try to force Congress to do it this way. Congress, with the 
best of reasons, refused to extend the lease-purchase law which expired 
last June. I for one would like to see the building built. If we cannot 
get the administration to recommend a workable arrangement for 
getting it built maybe we will have to take the initiative. It seems to 
me the building to house employees for the White House is no more 
important to the people of this country than it is to get this building 
for the Food and Drug Administration. 


“Atlanta Office 

“I had a chance to visit your office in Atlanta this year. If all your 
regional offices are in as bad shape as Atlanta is in as far as space is 
concerned and workload is concerned, you are in pretty bad shape 

“Mr. Larrick. That is right. It is not all as bad as Atlanta. Mr 
Moyer has been to some of the other installations 

“Mr. Fogarty. He tells me some of those are almost as bad as 
Atlanta. 

“Mr. Larrick. I am glad you got to see Atlanta 

“Mr. Fogarty. I spent quite a bit of time with your:district chief 


Mr. Sanders. I thought he was an able man doing a good job 
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‘Mr. Larrick. Thank you very much 


“Use of Amphetamines 


‘Mr. Fogarty. He told me of special problems with dangerous 
drugs, amphetamine, which the truckdrivers use to 
and barbiturates 
‘He claims wi i n aff he could not keep 
worthwhile complaints he had. If he used his staff 
he could not cover all worthwhile investigations into 
lems. I think that is a pretty serious situation. * 


of amphetamines is creating a very bad situation, 


because the people driving trucks for long hauls are 
they are not only endangering their own lives but they 


ing every other person driving a car on that road 
fairly accurately 

‘Mr. Larrick. That is very accurate. We I > authenti 
cases of truckdrivers who took too many and had hallucina 
resulting in serious accidents 

“We irted case recently about a doctor, he 
medicine as he should, but he had sold 55,000 of these amphetami 
tablets, to one of our undercover agents in a period of 28 days 

“Mr Fogarty Is this in Texas: 

“M1 arri This is in Georgia 

“Mr. Fogarty. Mr. Sanders told me of an experience with a doct 
in Texas 

“Mr. Larrick. This is recently in Georgia. To show you the ince 
tive, this number of Bennies would cost the peddler $55. The cost to 


the inspector would be $550. If he went on through the normal 


course 
and sold it to truck stops it would cost the truck-stop operator $3,500 
and the truckdrivers would pay a total of $5,000. You have an increas« 
from the initial cost of $55 up to $5,000. It is quite an incentive t 
engage in that illicit business 

“Mr. Fogarty. So I understand. Unless we have more policing of 
this problem, we are not going to do much about it. Is there any other 
way around it? The legitimate pharmaceutical house you do not have 
much trouble with 

“Mr. Larrick. No; nor the legitimate druggist. We have troubk 
with neither. \Where you have this type of profit involved there are 


always some borderline folks who get in and try to make a killing 
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‘Last year we worked with the Department of Justice c« 


ne »1] swoop but 


11 
t 


raids and picked up about 45 vendors all i 


have not stopped this trafic. We just put a dent i 
“Mr. Fogarty. Do you have any plans 


better rob than mm 1958? 

‘Mr. Cohen. On this particular sul 
in 1959 than we are doing in 1958 
“Mr. Fogarty. That is not making such improvement 


“Mr. Cohen. There are other areas th: nust receive attent 
also. The pesticide area is very important. The plans of the Food an 
Drug Administration are to continue in 1959 the assignment of 

inspectors throughout the entire United States to this problem 


‘Increase In Use of Barbiturates 


“Mr. Fogarty. He told me he was having the same trouble 


area 


increased use of barbiturates in that particular 


‘Is the increase larger in that area than in any other area? 
“Mr. Larrick. I am not sure it is an increase but the number 
cases coming to our attention has increased and we are not on top of 


the problem of the use of amphetamine, barbiturates and a few other 


drugs for nonremedial purposes and under circumstances where th« 


people who use them become a menace to society 


“Mr. Fogarty. They take one to keep them awake and when 


they finish their run they take something else to put them to sleep 


which does not do the human system much good 

“Mr. Larrick. The effect on their families and the community 
severe 

“Mr. Fogarty. Many complaints come from real good families. It 
is happening in the younger generation, too, according to him 
“Mr. Larrick. It comes from all levels of society 


“Mr. Fogarty. According to his statement to me, if he used his 


} 


entire force of investigators in that area he could not keep up with a 


AS 


the worthwhile complaints that come in on just those two are: 


“Mr. Larrick. I would accept his statement on that 


“Pesticides 
“Mr. Fogarty. He also mentioned to me the increased use of pesti 


cides and that problem. He said while the so-called Miller amendment 
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was designed to prevent the marketing of food with harmful residual 
pesticides, we are still confronted with numerous enforcement prob 


lems coming about primarily from analytical methods. 

“Mr. Larrick. He is a chemist and would notice that first, but | 
think the discovery and use of pesticides in agriculture has been 
overall a boon to agriculture and a boon to our economy because you 
can raise more food and do a lot of things with those pesticides that 
could not be done before. But our practical problem is to see that the 
farmers do not use too much of it and too near harvest time, and when 
you think of the large number of people using it, it is quite a problem. 
On spinach it takes 2 days to make that analysis. And when you think 
of all the shipments that must be spot-checked, the problem does loom 
very large. 

se 
Office Space 

“Mr. Fogarty. And another thing I can see with my own eyes 
is the lack of space you have for your employees. I was told you are 
still in the same space you started with in 1934 with 10 people, and 
now you are up to 46. 

“Mr. Larrick. That is right. 

“Mr. Fogarty. How can you get efficient operation with such 
cramped quarters as that? I did not think the space was big enough 
for 10 people. 

“Mr. Larrick. I learned this morning that GSA is exploring the 
possibility of getting us new laboratory and office space. I do not 
know what will happen, but I am strongly hoping we will be able to 
improve that situation. 

“Mr. Fogarty. I have been told you have tried to get something 
from GSA, but no one has come up with anything better for 24 years 

“Mr. Cohen. There is in the 1958 and 1959 budget funds for new 
facilities in space for which GSA presently is negotiating. 

“Mr. Fogarty. Was any consideration given to the possibility of 
getting space in the Communicable Disease Center building, if it is 
ever built? 

“Mr. Larrick. Yes, we have given consideration to that, but we 
do not know just what the prospects are of getting that built. We 
have hoped that the GSA could get some rented quarters quicker. 

“Mr. Fogarty. I think maybe you are right, because we have been 
trying for 10 or 12 years to get this building built and we have the 
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same problem on the lease-purchase that you have. I also had a chance 
to look at their quarters, and if there ever was a firetrap it is the old 
barracks that they are using now for this Communicable Disease 
Center, but I think the site for the new building is excellent. It is right 
next to a good university, Emory, and I thought it had something in 
common with some of the work at Emory. | thought you had some 
thing in common with the Communicable Disease Center, also, because 
you work in many of the same areas. 

“Mr. Larrick. In the field of pesticides, we have many things tn 
common and we are sending some of our scientists there in a week o1 
two to exchange ideas and information. 

“Mr. Fogarty. Your entire increase is $110,000, and that is all for 
civil defense. 

“Expansion Program 


“The Citizens Advisory Committee that was appointed by Mrs. 


Hobby 2 or 3 years ago recommended a three- to four-fold expansion 


in 5 to 10 years starting with 1957, and the Bureau of the Budget re« 


ommended about a 15 percent expansion in 1957 and another 15 percent 
in 1958, and Congress went along with that recommendation, but this 
year has been stopped. 

“Mr. Larrick. That is right. 

“Mr. Fogarty. Under this appropriation you are not going to be 
able to expand. 

“Detroit Office 

“Mr. Larrick. We would get a total of 37 new people for enforce 
ment operations. 

“Mr. Cohen. These would be assigned to the Detroit office, to 
initiate its operation. 

“Mr. Fogarty. How many people do you need to fully man the 
Detroit office ? 

“Mr. Larrick. Eighty. 

“Mr. Fogarty. What did you ask the Bureau of the Budyet for? 

“Mr. Cohen. We asked the Bureau of the Budget for 78 personnel 
to man the Detroit office. 

“Mr. Fogarty. That is near enough to 80. And they cut you over 
50 percent. 


“Mr. Cohen. That is right. 





PAGE 244 FOOD DRUG COSMETIC LAW JOURNAI APRIL, 1958 


“Mr. Fogarty. Did they have any good reason for not allowing for 
the utilization of this office since Congress has authorized it 

“Mr. Larrick. I think the reason, as I learned it, was their coi 
ception of the overall problem of the military needs and the need 
economy. Mr. Kelly might want to amplify that. 


‘Mr. Kelly. No. I think that is a fair statement 


“Request to Bureau of Budget 
‘Mr. Fogarty. You asked for $10,980,000 and they reduced 
$9,410,000 
“Mr. Larrick. That is correct 
“Mr. Fogarty. I just cannot understand their reasoning when th« 
need for this work is so obvious. I cannot understand why they would 
defer something like that when it affects all the people of our country 


[It just does not make sense to me, but they perhaps have some reaso1 


“Pilot Study on Adverse Reaction to Drugs 
‘Tell us about your pilot study on adverse reaction to drugs, that 
was started in 1955. 
“Mr. Larrick. On the antibiotics? 
“Mr. Fogarty. 
“Mr. Larrick do not have the details. I would like to submit 
statement 


“(The information furnished follows:) 


‘A Nationwide Survey on Severe Reactions to Antibiotics 


“In addition to c« inuing the pilot study inaugurated in 1955 on the 


adverse reactior » dri { test the teasibilitvy of a lara scale 
oluntary rep 1 ‘ ans of assisting in the evaluation of the 


drugs afte are released, the Food and Drug Administrat 


a nationwide survey l and 1957 to develop cross section 
re, and degree of side reactions 


ccurring < | ult of tl of the major antibiotics 
the Food and Drug Administration be informed of the nature an 
the side reactions so that the mtormation may be transmuitte: 
hospitals, medical associations, etc., and so that the labeling for 


bear adequate directio r use and adequate warnings against 


‘This nationwide su y included a total of more than 800 hospitals a1 
interviews with more than 1,600 physicians Each of the 16 districts of th 
Food and Drug Administration, which geographically covered the entire country. 
was assigned a proportionate number of physicians and hospitals to visit and 


all case reports and other pertinent data were obtained by trained investigator 
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‘“Fattening Hormones 


“Mr. Fogarty What about vour work in the so-called fatter 


hormones that we spoke about the last couple of years: What 


been done about that 
“Mr. Larrick. We have received under the new drug provisions 0 


our act a wide variety of compounds which have been found useful 
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in faster growth or fattening or quicker growth of poultry and various 
livestock. Under these provisions of the law we have the authority 
to decline to permit any of those to be used until after they have made 


a showing to our veterinarians and medical and pharmacological 


people that the product is safe insofar as the animal's health is con 


cerned and that it does not contribute anything harmful to the meat 
or to the eggs or to the milk, and after several years of consideratior 
we have allowed a very few of them. We have allowed diethylstil 
bestrol to be used in certain forms of poultry and the same general 
type of compound to be used in meat. 

“We have had the best help we can get from the best scientists 1 
the world and we are satisfied that those we have permitted to be 
used are always safe. 

“But there is always a collateral problem. All these things that 
make more food available or cheaper food available always have to be 
used with care; they always have to be used according to the direc 
tions, so it imposes a job on us to see to it that somebody does not mis 
use the product. In the diethylstilbestrol field you are supposed to 
inject the pellet in the back of the head of the chicken, a part that is not 
eaten, and we have had instances where because it was easier, they 
have injected the pellet in a part of the bird that was eaten, and as a 
result we had to make pretty large surveys and we seized large quanti 
ties of birds. 

“Mr. Fogarty. Every once in a while I see in a magazine or in a 
newspaper an article where some group makes a complaint that al 
lowing some of these hormones to be used might cause such things as 
cancer in human beings if that fowl or meat is eaten. Do you have 
any real problem with these groups now, on what you have allowed 
and what you claim is safe? 

“Mr. Larrick. Yes. Many of these articles have been in a maga 
zine called the Police Gazette. They have stimulated a large volume 
of mail to Congress and to us, and we have gone into it very carefully. 
As I say, when it is misused there could be a problem, but when used 
properly we and our scientists are convinced it is advantageous to 
the public. 

‘Food Additives 

“These same articles complain about the fact there is no legisla- 
tion to prevent the use of untested chemicals in foods, and I think the 
articles tend more to complain about that than about the chicken 
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problem. In that area, we are planning to go before the Interstate 
and Foreign Commerce Committee on the 18th of this month to testify 
on a bill that would tighten up the requirements for added chemicals 
in food. 


“Mr. Fogarty. Is that the so-called Delaney bill ? 

“Mr. Larrick. It definitely comes out of the Delaney committee 
hearings. There are about 12 bills pending on the subject 

“Mr. Fogarty. As you recall, Frank Keefe, when he was chairman 
of this subcommittee, went into that very thoroughly 8 or 10 years 
ago, especially in regard to chemical additives to food 

“Mr. Larrick. He started the whole investigation. 

“Mr. Fogarty. I thought he did a splendid job in that regard 


“Mr. Larrick. I did too. 


“Mr. Fogarty \nd because of the hearings of the Delaney com 
mittee, you are in a position to support some kind of legislation that 
will prevent new chemical compounds being added to food products 
until cleared through you. Is that the substance of the legislation ? 


‘Proposed Legislation 


“Mr. Larrick. Yes. The legislation is not lacking controversy 
There are about 12 bills pending and all sorts of provisions. But the 
Department has sponsored a bill this vear that I think is a very good 


sound measure 
“Mr. Fogarty. Just what does it do? 


“Mr. Larrick. It provides that before anyone can introduce a new 
chemical—in this day and age you use chemical additives for all sorts 
of purposes, to keep it fresh, to keep it from turning brown, to pre 
serve the vitamins, and all sorts of purposes. This would provide 
that before any new chemical could be added to a food the manu 
facturer or the person who wished to add it to the food would have to 
come to the Food and Drug Administration with data showing con- 


clusively that if it is used it will be safe for the American publi 


“There is controversy about the grandfather clause, what should 
you do about the products that we think have not been adequately 
tested that are now in foods. There is controversy about what the 
judicial review should be. Some people think there should be a jury 


trial of these complex problems. We do not think so. And there are 
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a few other areas of differences of opinion, so do not know 
will get the legislation or not, but we will try 

“Mr. Fogarty. Would that evidence be similar to that given by 
the American Dental Association and the American Medical Associa 


tion on the use of fluoride in public water supplies, in regard to safeness ? 


“Mr. Larrick. Those data do not come within our jurisdiction, 


but they would have to be data satisfactory to competent scientists 


and if we wanted outside advice we could ask the National Research 
Council to take the data and advise us as to their opinion of the validity 
of it. We are doing that now with pesti We had a petition 


] ly to allow tolerance for a chemical in milk, and we availed our 


ate 
selves of this opportunity and this eminent committee advised against 
permitting any material of this sort in milk, and we have issued an 
order to that effect. The same would apply in this case 

“Mr. Fogarty. I can see where a bill of this kind would be 
troversial because there are some people in this country who still do 
not believe that fluoride should be added to our water supplies, al 
though the American Dental Association and the American Medical 
\ssociation have recommended it without reservation and experience 
where it is used in various parts of the country has shown there are 
no ill effects 

‘Mr. Larrick. I think we would have the same problem in some 
areas. I think we would have to make decisions where the areas are 
not 100 percent clear. 

“Mr. Fogarty It seems to me the Delaney committee itself felt 
the way this group I am talking about did so far as fluoride in water 


Was ¢ oncerned., 

“Mr. Larrick. I remember that very well 

“Mr. Fogarty. So it may be a very controversial piece of legisla 
tion before it is through. 


“Mr. Larrick. That is right. 


“Tranquilizers 
‘Mr. Fogarty. What are you doing in the field of tranquilizers? 
There are all sorts of tranquilizers on the market today 


“Mr. Larrick. There are. 
“Tranquilizers, the things we think of as tranquilizers, are a large 


group of new medications that have come on the market that have 





COM MISSIONER TESTIFIES BEFORE HOUSE SUBCOM MITTEI PAGI 249 


found a great deal of utility in psychiatric practice and in well-sele« ted 
cases of emotional problems. There is a whole series of them that 
were put on the market for exclusive use by physicians. In the cas¢ 
of each one of those, before they came on the market they again had 
to submit the complete protocol of great masses of research they had 
done, first with animals, carrying it through the clinical processes, t 
our medical staff, and our medical staff had an opportunity to pass 
on them. Some people think that when they first came on the market 
there was some overuse of them, and I would not be prepared to debate 
that, but by and large they are useful. 

“With the great acceptance of these tranquilizers, some people 
came on the scene and began to merchandise not what we think of as 
tranquilizers, but the old type of sedatives, and they have put them on 
the market as tranquilizers. We do not think they are tranquilizers 
If you will look in the dictionary the word “tranquilizer” has a broad 
meaning, but we think it has a narrow meaning in this field. This 
issue is not settled. 

“Incidentally, the Blatnik committee today started hearings and | 
understand they are going to make a very careful study of tran 
quilizers among a lot of other things and are going to have a lot of 


distinguished witnesses. 


“Poultry Inspection Program 


“Mr. Fogarty. What about your poultry inspection program :‘ 


“Mr. Larrick. As you know, we felt our poultry inspection pro 
gram is far short of the needs of the industry, and we were perhaps 
somewhat unique when we supported legislation to take the responsi 
bility for the control of poultry away from the Food and Drug Ad 
ministration and give it to the Department of Agriculture. There is 
on the statute books a new law which will be comparable, I believe 
in broad principles, to the red meat inspection law under which poultry 
will be inspected. At the moment that law is not in operation. We 


have nine men on that at this time 


‘Medical Quacks 
“Mr. Fogarty What are you doing in your work regarding 
quacks like Hoxsey 
“Mr. Larrick. We can only take on so many cases ata time. We 


have had a number of important cases in this field. There was one 





PAGE 250 FOOD DRUG COSMETIC LAW JOURNAL—APRIL, 1958 


called Hepasyn. That was a drug developed on the west coast. There 
were people connected with the development of it that had profes 
‘sional status and had built up a great mass of clinical evidence to 
show that it was useful. They came in here and we spent a rather 
large sum of money running down the alleged cases of cures, and we 
found a lot of people who were said to have been cured of cancer 
who actually died of cancer. 

“Mr. Fogarty. This was an alleged cancer cure? 

“Mr. Larrick. Yes. They withdrew their application after out 
investigation. 

“We are working cooperatively with the American Cancer Asso 
ciation, the American Diabetic Association, the American Pediatric 
\ssociation, and a number of groups of medically sound folk in this 
country. We can only handle so many at one time because you 
generally have an expensive investigation and you have quite often 


prolonged and expensive litigation. 


Krebiozen 

“Mr. Fogarty. You had the same problem with this group in 
Chicago. What is the name of the drug they used that was supposed 
to cure cancer? 

“Mr. Cohen. Krebiozen. 

“Mr. Fogarty. They claimed it did not come within the terms of 
the Biologics Licensing Act? 

“Mr. Larrick. They claim it is. 

“Mr. Fogarty. They claim it is, and that comes under the Na 
tional Institutes of Health? 


“Mr. Larrick. Yes. 


“Case Against Hoxsey Treatment for Cancer 


“Mr. Fogarty. What about people like Hoxsey? 

“Mr. Larrick. We have litigated with him in Pennsylvania and 
we have litigated with him in Texas. 

“Mr. Fogarty. You did all right in Pennsylvania, but you did not 
in Texas, is that right? 

“Mr. Larrick. Yes. Now he has opened up a new place in Cali- 
fornia. I suppose our next step will be out there. 
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“Mr. Fogarty \re there any other new names in the field 1n the 
last couple of years that are doing the same type of business that Hox 
sey is doing? 

“Mr. Larrick. Not as big as Hoxsey. We have several others that 
are quite big, but not as big as Hoxsey. We have had a good year 
in the type of people who claim to cure all diseases of mankind. We 
have sent some to the penitentiary. Hohensee was one; and Mr 
[rons from Boston went to the penitentiary 

“Mr. Fogarty. When was that? 

“Mr. Larrick. Last year 

“Mr. Fogarty. What was that for? 

“Mr. Larrick. For marketing things you might call dietary items 
that were allegedly capable of curing the whole manner of diseases 
mankind is subject to. He had a house-to-house business and did a 
tremendous business, and after he had spent some time in jail he wrote 
people he had a very nice rest in jail and he felt his business had been 
well taken care of in his absence, and he met a lot of business people 
in jail who were worried about his business while he was in jail 

“Mr. Fogarty. Some pretty able people are taken in by individuals 
claiming these cures 

“Mr. Larrick. That is right. People are desperate when they are sick 

“Mr. Cohen. Here are some of the gimmicks that are used [show- 
ing exhibit]. Among other things, he claimed it was a cure for 
arthritis, cancer, et cetera. 

“Mr. Fogarty. He is from Kansas City? 

“Mr. Cohen. Yes. 

“Mr. Fogarty. This is some kind of an apparatus he has? 

“Mr. Larrick. These things are very expensive. 

“Mr. Grey. He is just a small operator but there are large ones 


and small ones, too 


“Equipment and Space Problems in District Offices 


“Mr. Fogarty. What about your equipment and space problem in 
the district offices all over the country ? 

“Mr. Cohen. This year you allowed us about $400,000 for equip- 
ment and facilities in the field districts excluding Detroit and auto- 
mobiles. In 1959 we are requesting $338,000 to modernize and equip 
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those districts that desperately need it. If you would like 
merate them 

“Mr. Fogarty. Put that in the record 

“Mr. Cohen. Very well 


“(The information furnished follows :) 

IQA 

(1) Re plac ement 
equipment 


2) Equipmen 


»S 


Ss S005 


t tor 01.790 
110.045 
(3) Automobiles 128 400 


4) New district 230,000 ) 
Atlanta 15.829 9? 000 
Baltimo 15.94] 7.500 
Boston 32,742 10,000 
Buffalo 9 662 0.000 
Chicago 3,456 5,57 

(incinnat 13.963 17.500 

Denver 14.358 10.000 

Kansas City 31.783 10.000 

Los Angeles 14.184 10.000 

Minneapolis 13.459 10.000 

New Orleans 18.278 2? 000 

New York 18.074 1) OOO 

Philadelphia 14,725 >? OOO 

St. Louis 11.908 »? OOH) 

San Francisco 12.400 10.000 

Seattle 39,283 10.000 


Total 410.045 


In addition, $30,000 to cover transporta NOTE These are costs involved 
tion costs purchase and installation of fixed and 
ible district scientific inspection 
office equipment 


Ih addition, durit g hscal veat 1958, $260,000 Is availablk 
ict authorized in Detroit, Micl However, it is apparent th: 
1 laboratory equipment may of necessity increase the cost to 


district ofhes As an example of price i ases, last vear a Recordi 


11 

l 

Violet Spectrophotometer cost $8,000 oday this piece of equipment 
> 


\ portable balance for accurate weighins ( costs $465. Less than 
item could be purchased for $3; neral price structure i 


areas has gone upward 


“History of 1959 Request 
“Mr. Fogarty. You asked the Bureau of the Budget for $10,980,000 
and that was reduced to $9,410,000. That is a decrease of $1,570,000 
What would you do with the additional amount of money you had 
requested if you had it? 


“Mr. Cohen. We would, of course, first 
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“Mr. Fogarty Before we get to 
first request to the Department was for they 
down to $10,980,000 or $550,000. What did vou k Departme 
for that they did not allow 

“Mr. Cohet he primary thing invol 
personnel increase 

“Mr. Fogarty Following the recon 
Committee ? 

“Mr. Cohen. Our preliminary proposal 
a 22 percent perso! nel increase and ifter 
our request between the Department's budget 
selves we mutually agreed that under the circumst! 


the best we could go to the Bureau of the Budg« 


“Mr. Larri Our original estimate w: 
in personnel and the committee felt we had 
get the 15 percent, and we agreed with that 
“Mr. Fogarty So the $10,980,000 would have allowe 
on with this percentage rate of increase of 15 percent? 
“Mr. Cohen. Yes, sir; plus auxiliary expenses 
people and another new district 
“Mr. Fogarty. You mean the 78 people in 
“Mr. Cohen. It would allow for a new 
“Mr. Fogarty. Plus bringing 
the Detroit district office? 
“Mr. Cohen. Yes sir. Our proposal 
for complete staffing in Detroit, and e« 
trict office in Dallas. 
“Mr. Larrick. Plus some in Washington 
‘Mr. Fogarty. The $10,980,000 would d 
‘Mr. Cohen. Yes 
‘Mr. Fogarty. But the Bureau « 
Spell out for me what they did not allow 
“Mr. Cohen. They would not allow a 15-percent increase 


and commensurate expenses. They only allowed us a 3-percent 


crease for Detroit, to initiate staffing there. So that is a 12-perce: 


reduction in our staffing request. 
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“They cut back our increase for cars which would go along with 


the 15-percent increase which included new inspectors 
“They cut out the new district in Dallas completely; and they 
reduced the amount requested for our equipment and replacement 


program. 


“Necessity for Dallas District Office 

“Mr. Fogarty. When I was talking to your man in Atlanta he 
pretty well convinced me it would save money for the Government 
if we established a district office in Dallas because it is very expensive 
to send men from the New Orleans office—the New Orleans office 
covers that district, does it not? 

“Mr. Larrick. They have a resident inspector there. 

“Mr. Fogarty. And they have to go hundreds of miles on some 
of these cases. I thought they would allow something for that since 


it would eventually save time and money, but they did not 


“Office Space Problem in Washington 

“What about your space problem in Washington? Is that as bad 
as ever? 

“Mr. Larrick. Practically. We have taken over a nurses’ home 
and have moved two of our divisions and that change has given us 
some relief. But our operations are now divided among three buildings, 
and the efficiency is not as high as I would like to see it. We are 
about as crowded as the Congress of the United States at the moment 


“Mr. Fogarty. Well, they are doing something about it. 


‘Food Seizures 

“What about the volume of filthy food that has been removed 
from the market through your actions. Do you have a table on that? 

“Mr. Cohen. Yes. I can state it or put it in the record. 

“Mr. Fogarty. Put it in the record and give me a few instances 

“Mr. Cohen. Comparing the first half of each fiscal year; in the 
first half of fiscal year 1956 we seized foods involving danger to health 
totaling 908,000 pounds. In the first half of 1957 we seized foods 
involving danger to health totaling 950,000 pounds. In the first half 
of 1958 we have seized foods involving danger to health totaling 
1,900,000 pounds. They are comparisons in like periods. 

“Mr. Fogarty. Place the table in the record. 


“(The information furnished follows :) 
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Comparative Workload Data 
luly lto luly lt 
Dec. 31,1955 Dec. 31,1956 Dec. 31, 1957 
Pounds of food seized involving dan 
ger: to health 908,540 950,228 1.915.693 
Pounds of food seized involving filth 
and decomposition 
Pounds of food seized involving eco 
nomic cheats 


2.249 846 6.378.248 3,969,540 


4 206 155. 263.006 


Total number seizures 
Foods 


Drugs 


Potal 


‘In 1 action alone 2,365,096 pounds of 
chocolate was seized 


Workload Statistics 
Ist 
Actual, timate, Estimate, fis 
Domesti peratio 1957 1958 1959 1958 
Establishment inpections 16,799 18,700 19,600 10,456 
Samples collected for examination 18,831 21,000 21,900 11,262 
Examinations made 20,944 23,300 24,500 11,715 


“Mr. Fogarty. What are some of the things that you seized? 


“Mr. Larrick. This kind of sauce with glass in it. Seed wheat 


treated with a mercury compound and they mixed it with good wheat 


“Wheat Inspection 
“Mr. Fogarty. How are you making out with the law or agree 
ment on the inspection of wheat? Do you not have some agreement 
with the Department of Agriculture on that kind of inspection? 
“Mr. Larrick. We are getting along with the Department of Agri 
culture very well on the clean grain program. 
“Mr. Fogarty. Have you cleaned it up? 


“Mr. Larrick. We have made progress. We have not cleaned it up. 


“Language Change 

“Mr. Fogarty. Does your change in language broaden the Food 
and Drug Administration’s authority ? 

“Mr. Cohen. No, sir. 

“Mr. Fogarty. What does it do? 

“Mr. Cohen. As I understand it, the Budget Bureau felt that the 
language as printed in the appropriation bill was not necessary since 
it was all carried in the basic statute. Therefore, to condense the 
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appropriation language it was merely a matter between the Budget 


Bureau and us of taking out language that was really not necessary 
since the basic act authorized appropriations to carry out the law 

“Mr. Kelly. That is correct. That is a process of cleaning up 
language that over the years has served no purpose. There was no 
intention of broadening the authority of the Food and Drug Ad 
ministration. 

“Employment Figures 

“Mr. Taber. How many additional employees did you have this 
vear? 

“Mr. Larrick. You mean 1958? 

“Mr. Taber. Yes 

“Mr. Larrick. The average employment for 1957 was 959. The 
average employment for this year will be 1,095. 

“Mr. Taber. The budget books indicate something in the neigh 
borhood of 1,180 positions. 

“Mr. Larrick. I took average employment. That is a different 
igure 

“Mr. Taber. How many do you have right now? 

“Mr. Cohen. On December 31 we had 1,148 enforcement personnel 
on the rolls. 

“Mr. Taber. Is there more or less now? 

“Mr. Cohen. I do not have the exact figure, but I feel fairly con 
fident that it is in that area, give or take 3 or 4. 

“Mr. Taber. How many did you have a year ago: 

“Mr. Cohen. I will have to furnish that. 

“Mr. Kelly. The employment on June 30, 1957, was 1,033, and it 
1s forecast as being 1,150 as of June 30, 1958. 

“Mr. Taber. The increase in dollars was practically 50 percent 

“Mr. Cohen. Yes; but there were many other elements than pet 


involved. There was almost one-half million dollars 
1958 


sonal services 
for this new retirement contribution that went into effect in 


which was not in effect in 1957 and prior years. 


“New Equipment 
“Mr. Taber. There is a big equipment item. 
“Mr. Larrick. Yes, sir. That is mostly laboratory equipment. 


We have a program in the next 7 years to replace laboratory equipment 





COM MISSIONER TESTIFIES BEFORE HOUSE SUBCOM MITTEI PAGE 257 


that is quite old. We are doing that step by step and if we are suc 
cessful it will go on for some years yet. 

“Mr. Taber. The ‘Grants subsidies, and contributions’, is that 
the retirement item ? 

“Mr. Cohen. That is correct. That is a new item of expense in 
1958. 

‘Breakdown of Employees 

“Mr. Taber. How are your employees divided ? 
“Mr. Larrick. You mean geographically ? 
“Mr. Taber. As to their duties. 


rn) 
< 


“Mr. Cohen. The very heavy emphasis is on the scientifi 


al 


inspection operations. We have in the 1959 enforcement budget, 553 
personnel who are directly related to laboratory or medical operations 

“Mr. Taber. Is that what you call scientific ? 

“Mr. Cohen. Yes, sir, scientific and technical 

“Mr. Taber. 553? 

“Mr. Cohen. Yes, sir, for 1959. Then we have 362 inspectional 
positions. 

“Mr. Taber. How many do you have now in each of those categories ? 

“Mr. Cohen. In 1958 we have 527, scientific and technical positions 

“Mr. Taber. What about inspection ? 

“Mr. Cohen. Inspection is 347 in 1958 

“Mr. Taber. And what was scientific ? 

“Mr. Cohen. 527 

“Obligations 

“Mr. Taber. What is the status of your obligations to date 

“Mr. Cohen. We have obligated 

“Mr. Kelly. $4,617,000 in the first half of the fiscal year 

“Mr. Cohen. That is correct. 


“Mr. Taber. Have you had any big cases this last year? 


““Hoxsey Litigation 
“Mr. Larrick. Yes. We have had some cases that I would sav 
are big cases. We always have some big cases, Mr. Taber. The Hoxsey 
litigation was one. We sued him in Texas; we sued him in Penn 
sylvania. He filed cross suits against the Secretary and myself to 


stop us. 
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“Mr. Taber. How did you come out with that? 
“Mr. Larrick. So far we have won every case. 


“Mr. Taber. How many have you had? 


“Mr. Larrick. We had an injunction case in Dallas, Tex., that we 
won. We had a seizure case of a quantity of alleged cancer cure in 


Pennsylvania that we won. And we applied to the judge in Pitts 


burgh for a temporary injunction which we won; and we applied for 
a permanent injunction which we won. They sued us to stop investi 
gating their alleged patients and- 

“Mr. Grey. And to keep down public information 

“Mr. Larrick. That is right. All of those cases we won or they 
dismissed their suits, Mr. Taber. 

“Mr. Taber. Is he still operating? 

“Mr. Larrick. Yes, sir. We do not pretend to be able to stop 
intrastate business, but the State of Texas has now filed cases against 
the practitioners who were operating the places for Hoxsey, who is 
not a practitioner himself, and the State of Pennsylvania has announced 
they are proceeding against him there, and we have felt we should 
be helpful in supplying them with the information we have acquired 

“TI have heard recently there has been a new clinic opened up in 
California that uses this medication, which we are now investigating 

“Mr. Taber. What does he do to get his patients, advertise ? 

“Mr. Larrick. [At this point, Commissioner Larrick declared that 
investigation showed that very large sums of money were paid to 
individuals to write articles in certain magazines, claiming this was 
a cure for cancer. He noted that quite a number of magazines carried 
articles that attracted people to the clinic. | 

“You would go there and you would pay $360 and you would 
get a medical examination, which our people think is quite perfunctory, 
and you would get a little black medicine that had very little value, 
and, if you had cancer, you would go home and die of cancer. 

‘A great many people believe they have cancer that do not have it 
Many of those people have had the conventional treatment, X-rays, 
and so on, which disclose they do not have cancer, but they are con 
vinced in their own minds they do have cancer, and they go to some- 
body like Hoxsey and then shout to the housetops they were cured by 
Hoxsey, and that gives him more business. His income was very 


large. 
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“Mr. Taber. Do you go after some of these phoney psychiatrists 
“Mr. Larrick. No; unless they are in interstate business, we are 

out of the picture. We did have a case of a very famous psychiatrist 


who was a student of Freud in Vienna, and at one time he was recog 


nized by the psychiatric profession as a leader in the field, that he had 


made new contributions to psychiatry. In our opinion, his views 
became distorted, and he invented a box that looked like an outdoor 
toilet. It was lined with a metal and rented for a high price and sold 
for several hundred dollars. His claim was that this box would gather 
up what he called orgone energy, and this orgone energy would come 
back to you and cure everything under the sun. He had a following 
that was remarkable. When we undertook to stop him, 15 psychiatrists 
banded together and came in as friends of the court to stop our action 
The upshot of the thing was the judge first enjoined him from any 
further distribution of this device; then, when he said that his philos 
ophies were too erudite for either the court or the Food and Drug 
\dministration to understand and he went forward with his enter 
prise, he was haled back into court and sentenced to the penitentiary 
Unfortunately, he died in the penitentiary. 

“We have cases of that type all the time. but the warp and the 
woof of our work is not these sensational cases, but the day-to-day 
work our people are doing on the simple things in foods and drugs that 
people use every day , 

“Mr. Fogarty. Do you have anything further to say, Mr. Larrick 

“Mr. Larrick. No. I am always nervous when I come up here, but 
I am always pleased when I| leave. Thank you. 

“Mr. Marshall. Mr. Chairman, could I ask a question? 


“Mr. Fogarty. Certainly. 


‘Radioactive Fallout Effect on Food 


“Mr. Marshall. I have been wondering what experience you have 
had with radioactive fallout. Have you had many requests for in 
vestigations along that line? 

“Mr. Larrick. Yes. Our particular part of the problem would be 
limited to food and drug supplies. The Public Health Service has 
a particular interest in water supplies and other areas. 

“We have done several things to implement our technical people 
to deal with the problem. We have gone out to the atomic testing in 
Nevada and have exposed foods and drugs to all kinds of conditions, 
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and have tried to reach a conclusion as to what part of what was left 
was fit to eat, and what you could do to clean it up. 

Then we put some items in the paper about a year ago, telling 
canners and housewives we would like to have canned goods canned 
before the atomic age was started so that we would have a baseline 
to know what the content of wheat from Minnesota was before the 
atomic age, and canned tomatoes, and all the things we eat. The 
year we picked was about the end of World War II, and a lot of 
people were doing home canning in those days, and had a lot in theit 
basements, and we procured a good deal of it. We will follow con 
stantly any changes. 


“Mr. Marshall. Have you found any samples of food that, in your 


estimation, are dangerous to people ? 

“Mr. Larrick. No. The greatest problem was in the tuna. We 
checked all the tuna from Japan in those days. We used a Geiger 
counter and found nothing dangerous. 

“Mr. Marshall. That is all. Thank you. 

“Mr. Fogarty. Thank you very much, gentlemen.” [The End] 


¢ HOW MUCH CREAM SHOULD BE IN ICE CREAM? ¢ 


The Food and Drug Administration recently published its answer 
to the question: How much cream should be in ice cream? Tentative 
federal standards for ice cream would require 10 per cent milk fat—the 
same thing as cream or butter fat—and limit the amount of air and 
water which may be present 

Five frozen products are covered by the announcement: plain ice 
cream; ice cream containing egg, sold as “frozen custard,” “French ice 
cream” or “French custard ice cream”; ice milk sold as “soft ice cream”; 
fruit sherbets; and water ices. The Administration announced that the 
standards would assure consumers of getting what they expect in the 
named dairy foods. Assurances are provided against methods that might 
be used to cheapen ice cream and ingredients not adequately tested for 
safety. The standards for ice milk, fruit sherbets, and water ices are 
intended to prevent such products from being represented to consumers 
as ice cream or as having greater value than they actually have 

Major features of the FDA standards are: (1) assurance of rich 
ness, (2) safeguards against cheapening of ice cream, (3) protection 
against ice cream ingredients which could be harmful, (4) use of artifi 
cial coloring, (5) use of artificial favoring and (6) use of sour cream 
or milk. 

Ice. milk would contain 2 to 7 per cent of milk fat and not less 
than 11 per cent of total milk solids; fruit sherbets, from 1 to 2 per 
cent of milk fat—with a total milk-solids content of not more than 
5 per cent. 

Lightness is desirable in ice cream, FDA pointed out, but addition of 
an excessive amount of air to a product sold by volume is not. Similarly, 
addition of water to an ice cream mix would cheat the consumer 











Labeling of Chemicals 


By CLAUDE E. HOBBS 


Mr. Hobbs Is Counsel, Manufacturing Chemists’ Association, Inc. He 
Outlines Progress in the Comprehensive Educational Program for Safe 
Handling of Chemicals Undertaken by MCA's Labels and Precautionary In- 
formation Committee. The Association Has a Membership of 169 Companies 


HEMICAL manufacturers have long recognized the importance 
of fostering the safety of people engaged in the manufacture, 
transportation and use of chemical products. Adequate labeling of 


chemicals is one of the most important phases of any such program 


The chemical industry has been active in this field for more than 
25 years, acting through the Manufacturing Chemists’ Association, 
which has a membership of 169 companies which manufacture and sell 
chemicals. These companies account for more than 90 per cent of the 
chemical productive capacity of the United States. 

In 1934, under the leadership of the Manufacturing Chemists 
Association, manufacturers of a number of industrial chemicals volun 
tarily entered into agreements with the Surgeon General, United 
States Public Health Service, for the labeling of six chemicals, and 
related product groups. These agreements were carefully observed 
until 1952, when they were superseded by a vastly broader, over-all 
labeling program developed by the Manufacturing Chemists’ Associa 
tion. Because this new program was considered more adequate than 
the agreements, they were terminated with the approval of the Public 
Health Service. 
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World War II brought about rapid growth of the chemical indus 
try. Countless new chemical products were developed. Many companies 
which had manufactured other products and many newly formed 
companies entered the field of chemical manufacturing. Thousands of 
other companies, employing hundreds of thousands of workers, began 
to utilize processes in which chemicals were used and which involved 


activity entirely foreign to any of their previous experience. It became 


fully apparent that a comprehensive program of education in the safe 
handling of chemicals was needed; in 1944, the Labels and Precau 
tionary Information Committee of the Manufacturing Chemists’ Asso 
ciation was formed. This group is commonly referred to as the LAPI 
Committee. 

LAPI Committee's Labeling Principles 

One of the first and most important actions of this committee was 
the development of a set of labeling principles, which have since guided 
the member companies of our association. These principles have been 
so well received that they are now observed by a number of other trade 
associations and have been written into various federal and state laws 
and municipal regulations. These principles for the preparation of 
precautionary labeling information can be summarized as follows 

(1) Each product presents a separate problem, and must be 
treated individually in the light of its own characteristics. 

(2) Safety instructions on labels should be brief, accurate, and ex- 
pressed in simple, easily understood terms. 

(3) Uniform language should be used on labels for different 
products to indicate the same hazards and same degrees of hazard, in 
order to gain greater understanding through standardization. 

(4) Precautionary labeling should be used only when and to the 
extent necessary. Overlabeling is as great a mistake as underlabeling. 

(5) The following categories of subject matter should be con- 
sidered for inclusion on labels: 

(a) Name of the product: Identity of a hazardous ingredient 
should not be obscured by a trade name. This does not necessarily 
mean disclosure of a proprietary formula, but information on the label 
should be sufficient to permit adequate medical treatment. 

(b) A signal word, such as “danger,” “warning,” or “caution,” 
should be used to indicate degree of hazard. 

(c) A statement of hazards to be guarded against should be 


included. 
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(d) The precautionary measures necessary to avoid such hazards 
should be stated. 

(6) The use of the word “poison” should be limited to products 
meeting a definite toxicity standard or to cases where its use is manda- 
tory by law. This principle is one of the most important developed by 
the LAPI Committee, since the indiscriminate use of the word “poison” 
tends to dilute the value of the word as an indicator of degree of hazard. 
Restricting its reference to compounds falling within prescribed limits 
of toxicity was a new concept, when introduced by the LAPI Com- 
mittee, but the concept was received so well that it subsequently has 
been written into federal laws and regulations and has been accepted 
by a number of states. A poison may cause death by three modes of 
entry into the body—swallowing, inhalation and skin contact. Proper 
labeling should reflect whichever of these is applicable to a particular 
substance. 


(7) Precautionary statements should be grouped together in a 


prominent location on the label and should be printed in easily legible 


type which is contrasted with other printed matter on the label by 


typography, layout or color. 


Warning Labels Manual 

These widely accepted principles, which provide an adequate, 
simple guide for labeling industrial chemicals, have been set forth in a 
Warning Labels Manual, published by the Manufacturing Chemists’ 
Association initially in 1945, and now in its fourth revised edition. This 
manual has become an authoritative labeling guide for manufacturers 
of basic chemicals; for producers, formulators and repackagers of a 
wide variety of chemical compounds; and for lawmakers and regula 
tory officials. The widespread voluntary observance of the labeling 
principles set forth in the LAPI manual appears to obviate any present 

need for legislation regulating the labeling of industrial chemicals. 
One may then ask whether there is a need for laws, and particularly 
a federal law, governing the labeling of household-chemical products 
Many of the so-called industrial products are either sold, as such, to 
the household trade in small packages or they constitute substantial 
portions of product formulations which are widely used in the home 
The use of household chemicals has grown rapidly in recent years 
Proper instructions for the safe use of chemicals in the home are even 
more necessary than for the use of chemicals in industry, since indus 
trial employees are usually well protected by company safety programs 
(Continued on page 267) 





The Scientists’ Forum 





By BERNARD L. OSER 


Director, Food and Drug Research Laboratories, Inc. 


Editor's Comment: Frank L. Gunderson, well-known scientific consultant 
in Washington, D. C., is chairman of the Committee on Food Additives 
of the Institute of Food Technologists. 

Dr. Gunderson's views, expressed in the following communication, are 
pertinent to the discussion which appeared in this department in the 
February issue of the Journal. They represent his personal opinion, 
however, and may not coincide with those of the committee or the 
Institute of Food Technologists. 


For Better Terminology on Food Additives and Incidental 
Residues—Statement by Frank L. Gunderson 
“Great need exists for clear and crisp terminology to reduce the 


clutter and confusion of vague words and the wanton waste of time. 


“*Food additives,’ as Dr. Oser has explained in this column, is 
truly more meaningful than ‘chemical additives’ to cover the sub 
stances added intentionally to foods. I would go further in some re 
spects than did the Food Protection Committee of the National 
Research Council, and assert that salt and pepper added to my boiled 
egg at the breakfast table are no less ‘food additives’ than are the anti 
oxidants added to lard by the meat processors. All of us—scientists, 
lawyers and the public—are wasting our time because of obscurities 
in language. In the food-color hearing sessions recently conducted by 
the Food and Drug Administration, hundreds or possibly thousands 
of man-hours were spent—wastefully, I think—haggling over the ques 
tions of what is a ‘coal-tar color’ and what is a ‘coal-tar intermediate’ 


“Now, with proposed legislation on ‘food additives’ pending in 


the Congress, an opportunity exists to accomplish clarification along 
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with legislation. I propose essentially a new application of a principle 
already widely adopted. Almost everyone speaks of the pesticide 
which remains on the agricultural crop at the time of marketing as a 
‘residue’. Since the passage of the Miller Amendment (Public Law 
518) in 1954, we no longer refer to those pesticidal residues as inci 
dental food additives. It makes no difference to either the grammarian 
or the consumer's physiology whether the residue got on the food in 
the field, in the processing plant, from the liner of the food package 
or from an insect repellent used in the dining room. It is equally 
logical to call them all residues. 1 would do away once and for all with 
the expression ‘incidental food additive’. It is self-contradictory 
‘incidental’ is casual and ‘additive’ is deliberate, in connotation 

“My thesis is, therefore, that ‘food additives’ is the proper term 
for substances added to food with the deliberate intention that they 
be present in the food at the point of retail purchase or as eaten. All 
substances imparted by man to food for any other primary purpose, 
and only incidentally adhering to the food at the retail market or 
dining table, I would call ‘incidental residues’. This is precisely the 
terminology practice used by lawyers, scientists, agriculturists and 
others in the case of pesticides. The same principle obtains with equal 
validity with respect to examples which follow: (1) a trace of deter 
gent, used in cleansing processing equipment, which becomes affixed 
to food put through the apparatus; (2) a trace of any component of a 
packaging material which migrates to a measurable degree from pack 
age wall to food; or (3) a trace of insect repellent used in household 
or restaurant Operation which inadvertently becomes affixed to a food 

“In conclusion, the designation ‘food additives’ would embrace 
all substances added with the intention that the substance continue 
associated with the food to time of consumption. ‘Incidental residues 
would be adopted as the designation not only for pesticidal residues, 
as is now the practice, but also for trace substances as from detergents, 
migrant leaching from packaging, or insecticide repellent uninten 
tionally affixed as a consequence of spraying in the home or store 
1 recommend that we discard the expression ‘incidental food addi 


tives’ and call these substances instead ‘incidental residues’.” 


FAO/WHO Committee Reports on Toxicity Testing 
In December, 1957, a report, “General Principles Governing the 
Uses of Food Additives,” was published by the Joint FAO/WHO 
Expert Committee on Food Additives. This was the result of the 
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deliberations of a committee which had met in Rome in the previous 
year. (Reference was made to this report in an article by the writer, 
“The Functional Value of Food Additives,” which appeared in the 
February issue of the Foop Druc Cosmetic LAw JOURNAL.) 

\ second report, “Procedures for the Testing of Food Additives 
in Order to Establish Their Safety For Use,” has just been released 
It is the work of another FAO/WHO expert committee which met in 
Geneva last June. Representing the United States on this committee 
were Professor R. Blackwell Smith, Jr. (chairman), president of the 
Medical College of Virginia, and Dr. Howard C. Spencer, of the Dow 
Chemical Company. A reprint may be obtained from the Columbia 
University Press, International Document Service, 2960 Broadway, 
New York 27, New York. 


Similar in general subject matter to the papers from the Division 


of Pharmacology of the United States Food and Drug Administration, 
published in the October, 1955 issue of this JouRNAL,' the FAO/\WHO 


report represents more recent, as well as more international, views. 
[t confirms the concept that toxicological work in this area is aimed 
at establishing the safe use of food additives and is not confined to 
their toxicity per se. Cognizance is taken of the fact that no single 
pattern of tests can be devised to cover adequately the testing of the 
wide diversity of substances used as food additives. The report em 
phasizes the need for specially trained personnel and adequate equip 
ment and facilities. 

It is suggested that progress in this field would be aided if more 
experimental data were published in scientific journals rather than 
allowing such information to remain restricted in industrial or gov 
ernmental files. To this end, the publication of specifications for the 
more important food additives is recommended.’ 


The fundamental procedures and precautions involved in animal 
studies are described in some detail. Of special interest to investigators 
concerned with substances of an extremely low order of toxicity, such 
as cellulosic or fat derivatives, are the statements to the effect that in 
short-term or chronic-toxicity studies, dosage levels higher than 
10 per cent of the diet serve no useful purpose and should not be used 


Arnold J. Lehman, M. D., Wilbur I. of Chemicals in Foods, Drugs and Cos- 
Patterson, Bernard Davidow, Ernest C. metics,"" 10 Food Drug Cosmetic Law 
Hagan, Geoffrey Woodard, Edwin P. Laug, Journal 679 (October, 1955) 

John P. Frawley, O. Garth Fitzhugh, Anne 2 Cf. the suggestion for a “bromatopeia,’ 
R. Bourke, John H. Draize, Arthur A. Nel- at 12 Food Drug Cosmetic Law Journal 714 
son, M. D., and Bert J. Vos, M. D., *‘Pro- (November, 1957). 

cedures for the Appraisal of the Toxicity 
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With respect to carcinogenic activity, the report states that if, 1 
the course of chronic feeding studies, more tumors are observed in 
treated animals than in controls or if the additive is chemically related 
to known carcinogens, a special study for potential carcinogenic action 
is indicated. However, it is recognized that no completely satisfactory 
procedures are currently available for the assessment of this hazard 
for man. 

Factors to be considered in the estimation of safe levels for humat 
use are discussed in a concluding section of the report. Finally, the 
committee has recommended that the FAO/WHO should: (1) give 
every possible encouragement to research studies that may assist in 
the development of better methods for the evaluation of the safety 
of food additives ; (2) convene a further session of the Joint FAO/WHO 
Expert Committee on Food Additives for the purpose of drawing up 
agreed specifications for a number of the more important food addi 
tives; (3) consider referring the problem of the possible carcinogenic 
and mutagenic action of food additives to an appropriate group of 
experts; and (4) explore the possibility of arranging for the exchange 
of unpublished information relating to investigations on the safety 


for use of food additives. 
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which include careful instructions for handling chemicals. While the 
principles of precautionary labeling, as set forth in the LAPI manual, 
provide a sound basic guide for the labeling of household products, the 
manual was not prepared expressly for the latter purpose. Since many 
household products are mixtures of chemicals, no prepared labels suit 
able for particular products are illustrated in the manual. 


The Manufacturing Chemists’ Association would be happy to 
cooperate with legislative and regulatory officials, federal and state, 
and with professional societies, industry groups, and others, in the 
development of sound precautionary labeling programs. 

We have reviewed the bills which are pending in the Eighty-fifth 
Congress—S. 1900, H. R. 7388 and H. R. 9063. All of these bills con 
form generally to the principles recommended by the LAPI Committee 
of the Manufacturing Chemists” Association, and our association would 
endorse the enactment of any of these three bills into a federal hazardous- 


substances labeling act. [The End] 





CANADA- 


FOOD AND DRUG ITEMS 





In this issue, we are pleased to present again analytical commentary on Canadian 
legislative changes and developments, prepared by Robert E. Curran, Q.C. Mr. 
Curran has written the continuing feature “Canadian Law and Comment” for the 
Journal since January, 1954. Periodically, it will appear in this department. 


Federal 

Narcotic Control Act——Reference was previously made to the 
introduction in, and passage by, the Senate of Canada of the Nar 
cotic Control Act—which measure, however, was not enacted by the 
Parliament before it dissolved in April of 1957 

The measure was not reintroduced during the last short session 
of Parliament, which ended on February 1. It is not possible at this 
time to indicate when changes in the present narcotic legislation will 
be introduced. 

Food and Drugs Act.—No legislation in the field of food and 
drugs was enacted by the Parliament of Canada during the past 
session. However, there have been certain changes in the regula 
tions, which can be briefly summarized as follows: 

Schedule F to the Food and Drugs Act, which lists the prescrip 
tion drugs, was amended to include Spiramycin, its salts and deriva 
tives. 

Regulation B.06.002 was amended to allow for the use of syn 
thetically produced “natural” colors. 

Regulations B.08.003 and B.08.004 were added, to provide a 
standard for skimmed milk and partially skimmed milk. 

Regulation B.09.013 was amended to limit the 1 per cent of sub 
stances other than fatty acids and fat, permitted in lard, to substances 
resulting from the rendering process. 
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Regulation B.19.009 was amended to permit the sale of concen 
trated vinegar for manufacturing use, provided that the words “For 
Manufacturing Use Only” appear on the label. 

Regulation B.15.002 was amended to add to the list of pesticides 
permitted with prescribed tolerances, the following substances, namely 
aldrin, Diazinon, dieldrin, DNOCHP, endrin, hydrogen cyanide, 
nicotine, Crag Herbicide 1 (S. E. S.), dehydroacetic acid (sodium 
salt), kelthane, Nabam and Trithion. 

Regulation C.01.066 was amended to provide that no person 
shall sell a drug in aqueous solution that is prepared for parenteral 
use, unless it has been prepared with nonpyrogenic distilled water. 
The table of limits of drug dosages for adults in Regulation C.01.021 


was amended by adding thereto the following, namely, N-Acetyl-p 


amino-phenol and Phenylpropanolamine. 


Regulation C.01.608 was amended to exempt medicated feeds 
registered under the Feeding Stuffs Act from certain labeling re 
quirements as to vitamin content. 

Regulation D.02.016 was amended to require that a drug rep 
resented as containing a vitamin shall carry an expiration date after 


which the drug is not recommended for use 


Administration and Enforcement.—In my previous article, the 
subject of enforcement as reflecting a positive aspect of adminis- 
tration was discussed. By way of illustration there were mentioned 


certain cases involving insanitation 


It may be of interest now to refer to a different kind of enforce 
ment, but one that is equally important in the interests of public 
health. This involves the prosecution of a number of retail druggists 
for selling prescription drugs without a prescription. Schedule F to 
the Food and Drugs Act sets out a number of drugs which, in accord- 
ance with Regulation C.01.041, can be sold only on a prescriptior 
It is provided that a prescription may be either in writing or verbally 
given and may not be refilled unless the medical or dental practitioner 


so directs, and specifies the number of times that this may be done 


The drugs which are set forth in Schedule F cover a wide range 
and include those drugs which should be administered only upon and 
under professional supervision and advice. While the list is some- 
what lengthy, the drugs in respect of which there are most likely to 
be abuses include the barbiturates, the amphetamines and the anti 


biotics. These drugs have been put under prescription control on the 
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advice and recommendation of competent authorities and for reasons 


wholly connected with the protection of the public health. The 


pharmacists in Canada are from time to time furnished with infor 


mation respecting any changes in the schedule and are thus ade 
quately informed of the requirements of the law, which is also in 


their own interest. 


From time to time, reports, rumors and items of information 
would come to the attention of the department from a variety of 
sources suggesting that the prescription-drug regulations were not 
being as well observed as might be expected and that certain drugs, 
notably barbiturates, were freely available without prescriptions. If 
this were true, then a sorry state of affairs indeed would exist, and 
one that would properly reflect upon the profession of pharmacy 
The department obviously could not form any opinion or take any 
action on the basis only of reports of this kind, but needed specifx 
and factual information to determine whether or not the situation 
was as had been reported or whether the reports were unfounded 


It was accordingly decided to conduct a nation-wide survey of 
drugstores in Canada and, on the basis of the results of the survey, 
to make an assessment of the seriousness of the problem. It was 
decided to employ only departmental inspectors to make the survey 
and that they should canvass a representative number of drugstores 
in their respective districts and endeavor to make a purchase of a 
prescription item without first presenting a prescription. Obviously, 
inspectors who were known in a district could not be effectively 
employed there, and some exchange of inspectors was therefore 
required. The inspectors visited approximately 2,400 drugstores in 


Canada; this represented about one-half the number of such outlets. 


If prescription drugs were freely available without prescription, 
then in a great many instances at least it should be possible on a 
direct request to make a purchase. If, on the other hand, purchases 
could not generally be made except on the basis of a prescription, 
then the situation was not as various reports would suggest. It was 
recognized, moreover, that the direct sales approach would not be 
likely to produce as much evidence of violation as would pressure 
methods, hard-luck stories and the use of stool pigeons, etc. It was 
not thought, however, that the purpose of the survey would be well 
served if such methods were employed and, indeed, it was not the 
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purpose of the survey to induce violation of the law, but rather to 
ascertain if the law was being observed. In any event, this type of 
case would not necessarily reflect a true picture on which the depart 
ment could assess the seriousness of the problem if a problem did exist 


The inspectors were therefore instructed to approach the phar 


macists as members of the purchasing public and to ask for a pre 
scription drug by name, but without applying any pressure or 
influence to induce the sale if the druggist was otherwise unwilling 
to make the sale without a prescription. If the druggist refused to 
sell without a prescriptidn, this was to be accepted as evidence that 
he was not prepared to violate the law, and no attempt should be 
made to induce him to do so. If a druggist, however, was prepared 
to sell an item without a prescription, then the inspector was instructed 
to keep proper notes, identify the purchase and otherwise record the 
evidence in a form that would be suitable for subsequent prosecution 
In cases where he was able to make a purchase, he was instructed 
to return on a second occasion and attempt to make a second pur 
chase. If successful, he should also record the incident and return 


on a third occasion and repeat the performance. 


As a result of a detailed survey covering some 2,400 retail drug 
outlets in Canada, it was found that some 128 pharmacists sold pre 
scription items to inspectors without prescription. Of these, a number 
sold on one occasion but, when further approached, refused to make 
a second sale. A number, however, sold on two and even on three 
occasions, thus indicating that so far as they were concerned they 


were wholly indifferent to the requirements of the law. 


The results of the survey were carefully checked, analyzed and 
examined; plans were then initiated for the action which would 
follow. The pharmacy association was advised that the department 
contemplated initiating prosecutions against those pharmacists who 
violated prescription requirements. It should be pointed out that the 
action proposed by the department met with the complete support 
and cooperation of pharmacy associations, the members of which 
fully realized that unethical practices of the kind in question are 
detrimental not only to the public health, but to the profession. They 
feel—and properly so—that a responsible and reputable pharmacist 
who honors his obligations under the law and to his profession is 
placed in a very unfair position if other pharmacists are not equally 
prepared to support the law. This represents competition of a kind 
that is not only unfair, but most detrimental to the profession itself 
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The number of prosecutions which extended over practically the 
whole of Canada required very elaborate and extensive administrative 
organization. While the prosecutions were locally instituted and con 


ducted, some central handling, co-ordination and control obviously 


were required. It was thought necessary that evidence should be 


adduced which would indicate not only a violation of the law but the 
purpose for which the law had been intended and the potential harm 
or danger inherent in the sale of the substances where medical advice 
and supervision were not exercised. Prosecutions thus planned were, 
in due course, instituted ; at the present time; 110 have been completed, 
with convictions being secured in each case and with penalties ranging 


up to $550 being imposed. 


While the number of prosecutions that were required to be insti 
tuted involved elaborate and extensive organization services, it was 
gratifying to the department to find that out of some 2,400 drugstores, 
less than 5 per cent were either careless of their obligations under the 
law or frankly indifferent to them. Instead of looking at the number 
of prosecutions as reflecting a bad situation, it was thought preferable 
to look at the 95 per cent who were faithful to their obligations under 
the law, and that this indicated that the reports which had come to 
the attention of the department were not well founded and the require 
ments of the law were being observed by the great majority of the 


members of the profession 


The above description of this phase of enforcement was thought 
to be of some interest in indicating the care which the department 
felt should be taken to examine, assess and deal with the situation 
in the light of the actual results found. It may be assumed that, with 
the action that has been taken and the salutary effect of the prosecu 
tions that have been instituted, there will be no further suggestions 
or rumors that prescription drugs are freely available in violation of 


the requirements of the law. 


Provincial 
The various provincial legislatures are now meeting. In my next 
article it will be possible to indicate what legislation has been enacted 


by the provinces pertaining to the subject of food and drugs. 


There is no information available at this time on any such legis 


lative changes. 
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